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Maintenance Treatment with 
Bacillus Calmette-Guerin for 
Non-Muscle-Invasive Urothelial 
Carcinoma of Bladder Cancer 
after Complete TUR-BT 
Nakai Y, Fujimoto K, Anai S, Kikkawa A, 
Nakagawa Y, Tanaka M, Yoshii M, Sanma 
S, Hirao Y 

Nara Urologic Research and Treatment 
Group, Kashihara, Japan 

Introduction and Objective: We inves¬ 
tigated the effect of maintenance therapy 
with intravesical instillation of Bacillus 
Calmette-Guerin (BCG) for high-risk non¬ 
muscle invasive bladder cancer (NMIBC) 
after complete transurethral resection of 
bladder tumors (TUR-BT). 

Materials and Methods: Complete TUR- 
BT was designed strictly according to our 
policy. [Cohort 1] 41 patients were di¬ 
agnosed as having recurrent or multiple 
NMIBC (stage Ta or Tl) without carci¬ 
noma in situ (CIS) after complete TURBT. 
The patients were randomized into two 
treatment groups: a maintenance group 
(BCG, 81 mg, intravesically instilled 
once weekly for 8 weeks as induction 
therapy, followed by three once-weekly 
instillations at 3, 6, 12 and 18 months 
after initiation of the induction therapy) 
and a non-maintenance group (BCG, 81 
mg, intravesically instilled once weekly 
for 8 weeks). The primary endpoint was 
recurrence-free survival (RFS). [Cohort 
2] 47 patients were diagnosed as having 
with CIS after TURBT. The patients were 
randomized into two treatment groups: 
a maintenance group (BCG, 81 mg, in¬ 
travesically instilled once weekly for 6 
weeks as induction therapy, followed by 
three once-weekly instillations at 3, 6, 

12 and 18 months after initiation of the 
induction therapy) and a non-mainte¬ 
nance group (BCG, 81 mg, intravesically 
instilled once weekly for 6 weeks). The 
primary endpoint was RFS. 

Results: [Cohort 1] 5-year RFS rates 
of maintenance group and non-main¬ 
tenance group were 75.3% and 74.9% 
respectively. The RFS rates did not show 
a difference in between the maintenance 
and non-maintenance groups. [Cohort 
2] 5-year RFS rates of maintenance group 
and non-maintenance group were 84.0% 
and 84.4% respectively. The RFS rate 


of the maintenance group was almost 
similar to the non-maintenance group. 
Conclusions: BCG maintenance ther¬ 
apy did not significantly prolong the 
post-TURBT RFS compared with BCG 
induction therapy alone after complete 
TUR-BT. 

POD-01.02 

The Role of NBI Re-TURB 
in the Evaluation of T1HG: 

Preliminary Experience 
Giulianelli R, Gentile B, Mirabile G, 
Pisanti F, Mavillo L, Albanesi L, Attisani F, 
Schettini M 

Villa Tiberia, Rome, Italy 

Introduction and Objective: High 
grade bladder neoplasia (T1HG TCC) 
represents a true therapeutic challenge 
because of a 20-30% risk of progression. 
Sometimes a restaging TURBt better pre¬ 
dicts early stage progression. Small or flat 
cancerous lesions on the bladder surface 
could be missed during white light imag¬ 
ing (WLI) cystoscopy. Different optical 
imaging techniques have been developed 
in an effort to minimize this failure. We 
investigate whether narrow band imag¬ 
ing (NBI) improves the detection in the 
follow-up of high-grade disease recur¬ 
rence and progression rate (T1HG blad¬ 
der neoplasm). 

Materials and Methods: From 06/2010 
to 6/2011 a cohort of 276 patients pre¬ 
senting primary bladder neoplasms un¬ 
derwent TURBt with Bipolar Surgimaster 
Scalpel in saline (TURis); out of this num¬ 
ber 72 (26,1%) were T1HG. After a month 
HG cancer patients underwent re-TURBT 
of the previously resected area using NBI 
light to better characterize the “bottom of 
resection” and surgical margins: the aim 
was to evaluate, more precisely, recur¬ 
rence and progression free survival time. 
The subsequent follow-up consisted of 
NBI cystoscopy with multiple biopsies, 
(randomly and in the previous zone of 
resection) each 3 months, urinary on- 
cocytology on 3 specimens and kidney/ 
bladder ultrasound each 6 months. The 
average follow-up was 12 (6-18) months. 
Results: The T1HG cancer group showed 
a 40,2% (29/72 pts) free of disease, a 
relapse rate of 59,7% (43/72 pts) and a 
progression rate of 13,8% (10/72 pts). 
After NBI re-TURB we find an overall 
persistence of TCC in 31 (43,1%) cases: 

23 (31,9%) high grade (HG) non muscle 
invasive disease and 8 (11,1%) high grade 
(HG) muscle invasive bladder cancer 
(T2HG). In the recurrence group (31 pts) 
21 pts (29,1%) underwent WLI TURBt, 
while the remaining 10 (13,8%) NBI 


resection (located in the bed of resection 
in 2 cases (2,7%) and in surgical margins 
in 5 (6,9%)). Patients with a high grade 
(HG) muscle invasion disease (T2HG) 
were 6 (8,3%): 2 recurrences in the bed 
and 4 in the surgical margins related to 
NBI re-TURBt but only 2 (2,7%) in WL 
re-TURBT. We observed disease progres¬ 
sion in 2 patients after 6 and 12 months, 
respectively. In the group of 41 (56,9%) 
patients TO, the NBI and WL re-TURB 
showed a recurrence in 12 pts (16,6%) 
and a progression in just 2 (2,7%) who 
presented a recurrence after 3 months, 
associated with CIS. The multivariate 
analysis showed that the most important 
variable of early progression was the 
histopathological findings at re-TURBt 
(p=0,0 I) followed by the results of the 
NBI re-TURBt (p=0,001), presence of 
CIS (p=0,02) and absence of recurrence 
within 3 months ( p=0,02). 

Conclusions: NBI re-TURBt in T1HG 
patients identifies subjects with high risk 
of early progression disease who need 
an immediate radical surgical treatment 
(early cystectomy). 

POD-01.03 

Contemporary Occupational Bladder 
Cancer: A Systematic Review and 
Meta-Analysis of Recently Reported 
Exposures that Increase Risk 
Cumberbatch M 1,2 , Cox A 1 , Catto J 12 , 
Pickvance S 3 

‘The Institute For Cancer Studies, The 
University of Sheffield, Sheffield, UK; 2 The 
Academic Urology Unit, The University 
of Sheffield, Sheffield, UK; 3 Sheffield 
Occupational Health Advisory Service, 
The University of Sheffield, Sheffield, UK 

Introduction and Objective: Bladder 
cancer (BC) is a common disease that 
may arise following occupational expo¬ 
sure to carcinogens. Whilst improved 
workplace hygiene has controlled or 
substituted the use of known bladder car¬ 
cinogens, currently between 5 and 25% 
of tumors still arise following workplace 
carcinogen exposure. 

Materials and Methods: We conducted 
a systematic review using electronic 
databases and references from selected 
reports. Limits were applied to control 
for study design, sample size and publica¬ 
tion since 1989- We analyzed data via a 
meta-analysis of odds ratios using fixed/ 
random effects model. 

Results: There were 82 manuscripts 
selected reporting 155,003 BC patients 
and 32.6 Million controls. We identified 
29 occupations with a significantly in¬ 
creased risk of BC (Odds ratio (OR) >1.0, 
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Confidence Interval (Cl) excluding 1.0) 
and 10 with a trend towards increased 
risk (elevated OR but 95% Cl included 
1.0). Occupations with significantly raised 
ORs included: Armed services (OR 1.12, 

Cl 1.05 to 1.19), Automobile workers (OR 
1.14, Cl 1.12 to 1.17), Chemical work¬ 
ers (OR 1.10, Cl 1.06 to 1.13), Cleaners/ 
Janitors (OR 1.06 Cl 1.0 to 1.12), Clerical 
workers (OR 1.08 Cl 1.07 to 1.10), Driv¬ 
ers (OR 1.08 Cl 1.06 to 1.10), Electrical 
workers (OR 1.09 Cl 1.06 to 1.12), Fire¬ 
fighters (OR 1.27 Cl 1.0 to 1.54), Fisher¬ 
men (OR 1.14 Cl 1.08 to 1.20), Food 
workers (OR 1.13 Cl 1.09 to 1.18), Gas/ 
Coal workers (OR 1.99 Cl 1.07 to 2.91), 
Machinists (OR 1.59 Cl 1.02 to 2.15), 
Mechanics (OR 1.1 Cl 1.08 to 1.12), Metal 
workers (OR 1.11 Cl 1.07 to 1.16), Nurs¬ 
es (OR 1.14 Cl 1.08 to 1.20), Painters (OR 
1.12 Cl 1.08 to 1.15), Petroleum workers 
(OR 1.27 Cl 1.09 to 1.45), Plumbers (OR 
1.21 1.14 to 1.26), Railway workers (OR 
1.56 Cl 1.0 to 2.13), Recreational and Bar 
workers (OR 1.39 Cl 1.29 to 1.48), and 
Sales workers (OR 1.11 Cl 1.08 to 1.13). 
Conclusions: Occupational exposure 
remains an important public health 
problem that should be understood and 
incorporated into patient management. 
Alterations in disease demographics sug¬ 
gest various carcinogens. We offer some 
explanations for these unexpected risk 
associations, and make a case for screen¬ 
ing certain at-risk occupations. 

POD-01.04 

Training Course on Radical 
Cystectomy and Urinary Diversion: 
Does It Add to the Burden on Patients? 

El-Hefnawy A, El-Halwagy S, Orban H, 
Samir T, Abol- Enein H 
Urology and Nephrology Center, 
Mansoura University, Mansoura, Egypt 

Introduction and Objective: Whether 
performing live surgery during training 
courses under stress of time, audience 
questions, observations and comments 
has negative influence on surgeon per¬ 
formance and consequently surgical 
outcome or not? In this study, the surgi¬ 
cal and oncological outcome in patients 
underwent radical cystectomy (RC) and 
urinary diversions (UD) during training 
courses held in a single institution were 
assessed. 

Materials and Methods: Data files of 
53 patients who underwent RC over 12 
courses held between 2004 and 2011 
were retrospectively reviewed. Demo¬ 
graphic and peri-operative data were 
analyzed. Early and late post-operative 
complications were stratified according 


to modified Clavien classification. Num¬ 
ber of re-admissions, secondary interven¬ 
tions and patients' survival were report¬ 
ed. Analyzed data of training group (TG) 
were compared with those of 46 patients 
(non-training group NTG) which under¬ 
went RC in consecutive weeks to training 
courses. 

Results: Patients’ demographics and 
tumor characteristics were comparable; 
however, ileal loop conduit was fewer 
in TG group (10% vs. 28%; p= 0.04). 
Early postoperative complications were 
lower in TG (19 % vs. 43%; P= 0.007). 
Post operative fever (grade I) was the 
most frequently reported complication in 
both groups (33%). Significant blood loss 
was less in TG group (7.5% vs. 24%; p= 
0.023); however, there was no difference 
in blood transfusion rates (30% vs. 26 %; 
p=0.4). One patient died in NTG due to 
pulmonary thromboembolism. No dif¬ 
ference was detected between groups in 
late complications (11% vs. 13%; p=0.5). 
Adhesive intestinal obstruction was the 
most common cause for re-admission 
(6%). Logistic regression analysis dem¬ 
onstrated that TG cases was the only 
predictor for fewer early post operative 
complications (P= 0.003; 95% Confi¬ 
dence interval= 0.08 - 0.58). At mean 
follow up ± SD (40±5 months), log rank 
analysis demonstrated comparable over¬ 
all survival between two groups (77% vs. 

66%, p=0.8). 

Conclusions: Patients undergoing RC in 
training courses have lower postopera¬ 
tive complications than those undergoing 
RC during routine practice. It seems that 
live surgeries during training courses do 
not have negative impact on surgical nor 
oncological outcomes. 

POD-01.05 

Does TNM 2010 Nodal Staging 
Provide a Better Prognostic Value 
than Lymph Node Density in Patients 
Underwent Radical Cystectomy with 
Standard Lymph Node Dissection 
Shen Y u , Xie H 12 , Ye D 12 , Yao X 12 , Zhang 
S’ 2 , Dai B 12 , Zhang H 12 , Zhu Y 12 
1 Dept. of Urology, Fudan University 
Shanghai Cancer Center, Shanghai, 

China; 2 Dept. of Oncology, Shanghai 
Medical Oncology,Fudan University, 
Shanghai, China 

Introduction and Objective: The TNM 
seventh edition (2010) for nodal stag¬ 
ing in bladder cancer was based on the 
number and location of metastatic lymph 
nodes (in the true pelvis or in the com¬ 
mon iliac region). Previous studies have 
demonstrated that lymph node density 


(LND) was superior to TNM nodal staging 
(TNM sixth edition, 2002) in predicting 
prognosis of node metastatic patients 
except those with small numbers of 
lymph nodes removed. With this study, 
we wanted to compare TNM 2010 nodal 
staging with LND on the prognostic value 
in a cystectomy population with standard 
lymph node dissection. 

Materials and Methods: From May 2002 
to September 2011, a total of 265 consec¬ 
utive patients with bladder urothelial cell 
carcinoma underwent radical cystectomy 
with pelvic lymph node dissection in our 
single center. The pelvic lymph node 
dissection was conducted in a standard 
template, including bilateral hypogastric, 
obturator, external iliac and commom 
iliac lymph nodes. All patients with 
positive lymph nodes were registered 
meticulously for LND and TNM 2010 
nodal staging. Univariate and multivariate 
analysis for cancer-specific survival (CSS) 
and overall survival (OS) was performed 
by the Kaplan-Meier method with the 
long-rank test. 

Results: There was 23.4% (62/265) of 
patients with pelvic lymph node metatsta- 
sis who were included in this study. The 
median of removed lymph nodes and 
LND was 11(2-24) and 0.33(0.07-1.00), 
respectively. On univariate analysis, TNM 
2010 nodal staging and LND were both 
significant predictors of CSS and OS(P < 
0.05). However, on multivariate analysis, 
only TNM 2010 nodal staging (HR 2.35; 

P < 0.05) can predict the decreased CSS 
and OS. 

Conclusions: The new TNM 2010 nodal 
staging was an independent predictor of 
CSS and OS in node metastatic patients, 
and was better than LND when small 
numbers of lymph nodes were removed. 

POD-01.06 

Pathological Nodal Staging Scores 
for Bladder Cancer: A Decision 
Tool for Adjuvant Therapy 
After Radical Cystectomy 
Rink M 1 ’ 2 , Ehdaie B 1 Hansen J 2 , Babjuk 
M 3 , Merseburger A 4 , Svatek R 5 , Cha E 1 , 
Xylinas E 1 , Novara G 6 , Karakiewicz P 7 , 
Daneshmand S 8 , Lotan Y 9 , Kassouf W 10 , 
Fritsche H u , Fisch M 2 , Sonpavde G 12 , 
Scherr D 1 , Gonen M 13 , Shariat S 1 
1 Weill Cornell Medical Center, New York, 
NY, USA; 2 University Medical Center 
Hamburg-Eppendorf Hamburg, Germa¬ 
ny; J Second Faculty of Medicine, Charles 
University, Praha, Czech Republic; 
4 Medical School of Hannover, Hannover, 
Germany; 5 University of Texas San An¬ 
tonio, San Antonio, TX, USA; 6 University 
of Padua, Padua, Italy; 7 University of 
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Montreal, Montreal, Canada; 8 Unlversity 
of Southern California, Los Angeles, USA; 
9 University of Texas Southwestern Medi¬ 
cal Center, Dallas, USA; 10 McGill Univer¬ 
sity Health Centre, Montreal, Canada; 
n University of Regensburg, Regensburg, 
Germany; ,2 Baylor College of Medicine, 
Houston, USA; I3 Memorial Sloan-Ketter- 
ing Cancer Center, New York, USA 

Introduction and Objective: Radi¬ 
cal cystectomy (RC) with pelvic lymph 
node dissection (LND) is the standard 
of care for high risk non-muscle-invasive 
and muscle-invasive bladder cancer. We 
sought to develop a model that allows 
quantification of the likelihood that a 
pathologically node-negative patient has, 
indeed, no positive nodes. 

Materials and Methods: We collected 
data from 4,335 patients treated with RC 
and LND without neo-adjuvant chemo¬ 
therapy at 12 academic centers. We esti¬ 
mated the sensitivity of pathologic nodal 
staging using a beta-binomial model and 
developed pathologic (post-operative) 
nodal staging scores (pNSS) which repre¬ 
sent the probability that a patient is cor¬ 
rectly staged as node-negative as a func¬ 
tion of the number of examined nodes. 
Results: Overall, the probability of 
missing a positive node decreases with 
increasing number of nodes examined 
(52% if three, 40% if five and 26% if ten 
nodes were examined). The proportion 
of having a positive node increased pro¬ 
portionally with advancing pathological 
T-stage and lymphovascular invasion 
(LVI). Postoperatively, patients with LVI 
with 25 examined nodes would have a 
pNSS of 80% (pTl), 88% (pT2) and 66% 
(pT3-T4), whereas 10 examined nodes 
were sufficient for pNSS exceeding 90% 
in patients with no LVI and pT0-T2 tu¬ 
mors (Table 1). 

Conclusions: We developed a tool that 
estimates the likelihood of tumor metas- 
tases to lymph nodes in bladder cancer 
patients treated with RC by evaluating the 


number of examined nodes, the patho¬ 
logic T-stage and LVI. The pNSS indicates 
the adequacy of nodal staging in lymph 
node negative patients. This tool could 
help to refine clinical decision-making 
regarding adjuvant chemotherapy, follow¬ 
up scheduling, and inclusion in clinical 
trials. 

POD-01.07 

Utilization of Peri-operative 
Chemotherapy for Bladder Cancer in 
Ontario: A Population-Based Study 
Siemens R, Booth C, MacKillop V Peng 
Y, Li G 

Queen's University, Kingston, Canada 

Introduction and Objective: Evidence 
from clinical trials and international 
guidelines support the use of periop¬ 
erative chemotherapy for patients with 
muscle-invasive bladder cancer undergo¬ 
ing cystectomy, particularly in the neoad¬ 
juvant (NACT) setting. Here we describe 
delivery of perioperative NACT as well as 
adjuvant chemotherapy (ACT) in the gen¬ 
eral population of Ontario, Canada. 
Materials and Methods: Electronic 
records of treatment were linked to the 
population-based Ontario Cancer Registry 
to identify all patients who underwent 
cystectomy for bladder cancer in Ontario 
1992-2006. Census data concerning me¬ 
dian household income were linked to the 
registry to provide an ecologic measure 
of socioeconomic status (SES). Utilization 
was compared across 3 study periods: 
1992-96, 1997-01, 2002-06. Logistic regres¬ 
sion was used to analyze temporal trends 
in the use of perioperative chemotherapy 
while controlling for changes in case mix. 
Results: In 1992-2006, 4886 patients 
underwent cystectomy (1359 had 
curative-intent radiotherapy) and the 
absolute number of surgical procedures 
done yearly nearly doubled over the study 
period. The majority of histo-pathology 
revealed urothelial carcinoma (92%) and 
87% of these surgical cases were found 


to be pathologic stage 2 or greater. The 
overall survival of patients treated with 
radical surgery did not vary over the three 
study periods with a 3- and 5- year surviv¬ 
al of 47.9% (45.6-50.1) and 39.5% (37.1- 
41.9) respectively during the most recent 
era. Of those undergoing cystectomy in 
Ontario, 736 (16%) received periopera¬ 
tive chemotherapy; NACT and ACT were 
used in 142 (3%) and 623 (14%) of cases 
respectively. While the use of NACT did 
not change over the 3 study periods (4%, 
2%, 3%; p=0.080), utilization of ACT 
increased a small degree with time (10%, 
15%, 16%; p<0.001). Use of perioperative 
chemotherapy varied widely across catch¬ 
ment areas of provincial cancer centers 
(11% to 22%, p<0.001). As expected, pa¬ 
tients with lower stage disease and those 
with higher levels of comorbidity were 
less likely to receive CT (p<0.001), but 
after controlling for stage and comorbid¬ 
ity, older patients and residents of poorer 
communities were also significantly less 
likely to receive CT (p<0.001). 
Conclusions: Despite accumulating evi¬ 
dence and guideline development over 
the study period, chemotherapy remains 
substantially underutilized in the general 
population. The observed variations in 
use of chemotherapy across geographic 
regions and SES, may represent oppor¬ 
tunities for further outcomes research 
as a natural experiment and possibly to 
target future interventions to optimize 
utilization. 

POD-01.08 

Biomarker Analysis and Final Results 
of INT70/09 Phase II Proof-of- 
Concept Study of Pazopanib (PZP) in 
Refractory Urothelial Cancer (UC) 
Necchi A 1 , Zaffaroni N 2 , Mariani L 3 , 
Nicolai N 4 , Giannatempo P 1 , Crippa 
F 5 , Morosi C 6 , Gianni A 1 , De Braud F 1 , 
Salvioni R 4 

Dept of Medicine, Fondazione IRCCS 
Istituto Nazionale Dei Tumori, Milan, 


P0D-01.06, Table 1. Pathological nodal staging score (pNSS) for selected values of number of nodes examined 

Nb. of nodes examined 

Patients without LVI 

1 3 

5 

8 

10 

15 

20 

25 

Ta-Tis 

91.2% 

93.8% 

95.1% 

96.3% 

96.8% 

97.6% 

98.1% 

98.4% 

T1 

87.4% 

91.0% 

92.9% 

94.6% 

95.3% 

96.5% 

97.2% 

97.6% 

T2 

86.9% 

88.7% 

89.1% 

93.2% 

94.1% 

95.5% 

96.4% 

97.0% 

T3-T4 

61.6% 

70.0% 

75.2% 

80.2% 

82.5% 

86.4% 

88.8% 

90.4% 

Nb. of nodes examined 

Patients with LVI 

2 5 

8 

10 

15 

20 

25 

30 

T1 

46.4% 

54.2% 

61.1% 

77.5% 

83.6% 

77.7% 

80.1% 

82.4% 

T2 

60.6% 

70.3% 

76.0% 

78.7% 

83.2% 

86.1% 

87.7% 

89.3% 

T3-T4 

27.7% 

38.3% 

44.4% 

49.2% 

56.5% 

61.8% 

65.9% 

69.2% 
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Italy; 2 Dept. of Experimental Oncology, 
Fondazione IRCCS Istituto Nazionale 
Dei Tumori, Milan, Italy; 3 Dept. of Bio- 
statistics, Fondazione IRCCS Istituto 
Nazionale Dei Tumori, Milan, Italy; 

4 Dept. of Surgical Oncology, Fondazione 
IRCCS Istituto Nazionale Dei Tumori, 
Milan, Italy; 'Ihpt of Nuclear Medicine, 
Fondazione IRCCS Istituto Nazionale Dei 
Tumori, Milan, Italy; 6 Dept. of Radiology, 
Fondazione IRCCS Istituto Nazionale Dei 
Tumori, Milan, Italy 

Introduction and Objective: Discour¬ 
aging results have been achieved with 
standard and novel compounds in refrac¬ 
tory UC. The final results with biomarker 
analysis of INT70/09 trial with pazopanib 
are presented. 

Materials and Methods: Patients failing 
> 1 chemotherapy regimen for metastatic 
disease underwent PZP 800 mg once 
daily until PD or unacceptable toxicity. 

CT scan and PET scan were planned at 
baseline and q4weeks thereafter. Inde¬ 
pendent review of all CT scans was made 
and > 5 RECIST CR+PR were required to 
conclude for activity according to Simon’s 
2-stage design. Fifty mL of EDTA blood 
samples were collected at baseline and 
q4wks in all patients to analyze plasma 
VEGF, sVEGFR-1,-2 and -3, c-Kit, IL-6, 8 
and 12 by multiplex ELISA plates. 

Results: A total of 41 patients were en¬ 
rolled from 02/2010 to 07/2011. Fifteen 
patients (37%) had UC of the upper 
urinary tract. Twenty/41 patients were 
treated in 3 rd line or beyond. Nineteen 
patients (46%) were CDDP-refractory and 
22 (54%) had hepatic metastases. Twenty 
seven (66%) had ECOG PS 1-2. 7 patients 
(17%) had a confirmed PR, 24 had a SD 
(76% clinical benefit). Twenty patients 
(49%) had a confirmed necrotic evolution 
of metastases and/or a decreased SUV at 
PET consistent with PR. Median PFS and 
OS (95% CL) were 2.6 (1.7-3.7) and 4.7 
mos (4.2-7.3), respectively but 7 patients 
(17%) had long-term cure for > lOmos 
(4/7 beyond 2 nd line). G3 hypertension 
occurred in 2 patients, diarrhoea in 5, 


anemia and hand-foot syndrome in 3 
patients each. 

Significant increase from TO (baseline) 
to T1 (+4wks) level was observed for 
VEGF (p<0.0001), IL6 (p<0.0129) and 
IL8 (p<0.0013) and decrease for VEGFR2 
and c-Kit (p<0.0001 each). Rising IL8 T1 
levels significantly associated with RE¬ 
CIST progression at covariance analysis 
(p=0.0104). Elevated IL8 T1 levels (IQ 
range, HR=2.11), liver mets (HR=2.33), 
PS (HR=3.73) and upper tract UC 
(HR=0.33) were significant variables for 
OS at multivariate Cox analysis. 
Conclusions: The trial met the primary 
endpoint. Increasing levels of IL8 were 
associated with PD and worse outcome. 
Future investigation should aim at tar¬ 
geting IL8 to improve efficacy results by 
prolonging responses. 

POD-01.09 

Sequential Chemotherapy with 
Gemcitabine Plus Carboplatin, 
Followed by Additional 
Docetaxel for Aged Patients with 
Advanced Bladder Cancer 
Yoneyama T, Ishibashi Y, Murasawa 
H, Okamoto A, Yamamoto H, Imai A, 
Hatakeyama S, Koie T, Kamimura N, 
Ohyama C 

Dept, of Urology, Hirosaki University 
Graduate School of Medicine, Hirosaki, 
Japan 

Introduction and Objective: We retro¬ 
spectively evaluated the feasibility and ef¬ 
fectiveness of a sequential chemotherapy 
wihtout cisplatin for the patients 70 years 
or older with advanced bladder cancer. 
Materials and Methods: Forty-seven 
patients with advanced bladder cancer 
(33 men and 14 women) with the age 
of 70 years or older were enrolled. They 
were treated at our clinic between August 
2004 and December 2010. Their average 
age was 80.0 years old (70-86), average 
Ccr was 37.0 ml/min (14.5-113 0), and 
an average follow-up period was 17.4 
months (10-55). There were 15 recurrent 
cases after radical surgery and 32 inoper¬ 
able cases (T4b or metastatic). As for prior 


chemotherapy, 6 underwent MVAC ther¬ 
apy. The therapeutic regimen consisted 
of 2 lines: gemcitabine/carboplatin (GC) 
therapy as the first line, with two courses 
as a set; GC/docetaxel (GCD) therapy 
as the second line if the response in the 
first line was insufficient. GC consisted 
of 800mg/m 2 gemcitabine on days 1, 8, 
and 15 and carboplatin (AUC 4) on day 
2. If this regimen was effective, another 
2 courses of GC was performed. If this 
regimen did not induce any tumor size 
reduction, we switched to GCD, which 
consisted of 800mg/m 2 gemcitabine on 
days 1 and 8, 70mg/m 2 docetaxel on day 1, 
and carboplatin) AUC 3) on day 2. Treat¬ 
ment efficacy was checked every 2 course 
according to the RECIST version 1.1. 
Results: Of the 47 subjects who had 
undergone the GC therapy, the response 
rate was 38.3% (CR+PR) with 5 and 12 
subjects exhibiting a complete response 
(CR) and a partial response (PR), respec¬ 
tively; the average response duration 
was 15.7 months (2-42). Of the subjects 
with MVAC resistance, 1 exhibited a CR 
and 3 showed a PR. The response rates 
of 9 instances of GCDwas 11.1%; the 
overall median survival was 15.0 months 
throughout the sequential chemotherapy. 
Adverse events (AE) of grade 3 or higher 
occurred in 30 of those who had un¬ 
dergone the GC therapy (63-8%). Bone 
marrow suppression was observed in 30 
subjects (61.7%), whereas only 3 (9 0%) 
developed digestive symptoms. No sub¬ 
jects experienced the deterioration of 
their renal functions. 

Conclusions: Although the present 
study is small and preliminary, the pres¬ 
ent sequential chemotherapy is safe and 
active for advanced bladder cancer of the 
patients seventy years or older. GC regi¬ 
men achieved relatively high response 
rate (38.3%) in advanced bladder cancer 
including M-VAC-resistant case. The me¬ 
dian overall survival of 15 months is ac¬ 
ceptable when average age of 80 year for 
the subjects is taken into consideration. 
However, GCD had limited effectiveness 
for non-responder of GC. 
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Podium Session 2: Male LUTS 
and BPH 

Monday, October 1 
13:15-14:45 

POD-02.01 

Comparative Effectiveness of 
Surgical Therapies for Benign 
Prostatic Hyperplasia 

Feia K 1 , Elliott S 1 , Xinhua Y 2 , Marshall 
McBean A 1 

1 University of Minnesota, Minneapolis, 
USA; 2 University of Memphis, Memphis, 
USA 

Introduction and Objective: There has 
been a rapid rise in the use of minimally 
invasive surgical therapies for benign 
prostatic hyperplasia (BPH) in the last de¬ 
cade. Transurethral resection of the pros¬ 
tate (TURP) remains the gold standard, 
but is now used in a minority of cases. By 


investigating complications and retreat¬ 
ment rates we compared the effectiveness 
of transurethral resection of the prostate 
(TURP) to transurethral microwave ther¬ 
apy (TUMT), transurethral needle abla¬ 
tion (TUNA), laser vaporization and laser 
coagulation of the prostate. 

Materials and Methods: Using 100% 
Medicare files from 2000 through 2008 
we identified claims for the above listed 
BPH surgeries. Age, race, income and 
education level by zip code, and year of 
surgery were documented for each pro¬ 
cedure. We compared the frequency of 
claims for treatment of surgical complica¬ 
tions using chi square analysis, and the 
incidence and adjusted hazard ratio for 
repeat BPH surgery of any type. 

Results: There were 629,314 patients 
included with a mean follow-up of 3-6 
years. The most common complication 
was urethral stricture in 6.1%, 2.3%, and 
2.7% of patients undergoing TURP, TUNA, 
and TUMT, respectively. Bladder neck 


contracture occurred at a rate of 2.7%, 
and <1% for TURP and TUNA respective¬ 
ly. The 5-year Kaplan-Meyer estimates for 
repeat BPH surgery ranged from 8.3% af¬ 
ter TURP to 25.8% after TUMT (HR=3.52, 
Cl 3.46-3.59) (see Figure). 

Conclusions: TURP has a slightly in¬ 
creased risk of complications including 
urethral stricture and bladder neck con¬ 
tracture but a dramatically lower risk of 
repeat BPH surgery compared to other 
treatments. 

POD-02.02 

The Continuous Evolution of the 
Greenlight Laser Photo-Selective 
Vaporisation of the Prostate: Better 
Outcomes with the XPS System 
Fernando A, Emara A, Barber N 
Frimley Park Hospital NHS Trust, Surrey, 
UK 

Introduction and Objective: Transure¬ 
thral resection of the prostate (TURP) has 
been the gold standard for outflow tract 
surgery. However it is associated with 
significant morbidity and is far from the 
ideal procedure. Laser vaporisation of the 
prostate (PVP) was introduced with the 
aim of achieving the same improvement 
in lower urinary tract symptoms as TURP 
but with fewer complications. The de¬ 
mand for a safer procedure has increased 
with an increasingly ageing population 
with multiple co-morbidities. Early PVP 
had long operative times but the new XPS 
generation using the Moxy fibre aims to 
achieve a bigger cavity in a shorter time 
with less bleeding. 

Materials and Methods: We looked 
retrospectively at all patients who under¬ 
went PVP using the 180-W XPS Greenlight 
laser between July 2010 and October 
2011. Data on patient demographics, 
prostate volume, IPSS score and flow rate 
both pre and post-operatively were col¬ 
lated and compared at three months. 
Results: There were 94 patients with an 
average age of 72.6 years who underwent 
PVP 26 (28%) had a prostate volume 
greater than 80cc. Eighteen (19%) were 
anti-coagulated at the time of surgery. 

At three months, there was a mean re¬ 
duction in IPSS score of 9.9 points and 
a mean increase in flow rate of 10.3 mis/ 
sec. Reduction in prostate size was 51%, 
49% and 48% for those with pre-operative 
prostate volumes of <40cc, 40-80cc, and 
>80cc respectively. There were 86 (92%) 
day cases. None required transfusion. 
There were 4 (5%) cases of urosepsis and 
8 (9%) cases of clot retention. 
Conclusions: Early experience with PVP 
using the new XPR generation system has 
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produced promising results with minimal 
complications. 

POD-02.03 

A Comparative Randomized 
Prospective Study to Evaluate 
Efficacy and Safety of Combination 
of Tamsulosin and Tadalafil 
versus Tamsulosin or Tadalafil 
Alone in Patients with Lower 
Urinary Tract Symptoms Due to 
Benign Prostatic Hyperplasia 
Singh D, Mete U, Mandal A, Singh S 
Dept, of Urology, PGIMER, Chandigarh, 
India 

Introduction and Objective: Alphal- 
blockers are the first-line monotherapy 
for lower urinary tract symptoms (LUTS). 
Phosphodiesterase type 5 (PDE5) inhibi¬ 
tors are the first-line treatment for erec¬ 
tile dysfunction (ED). Numerous studies 
have shown a significant association of 
ED with LUTS, but a causal relationship 
is not clear. The aim of the present study 
was to evaluate the efficacy of Tamsulosin 
and PDE 5 inhibitor, tadalafil in patients 
with LUTS due to BPH with or without 
ED. 

Materials and Methods: In this random¬ 
ized study a total of 85 men complain¬ 
ing of LUTS due to BPH were included. 
Twenty-nine patients received tamsulosin 
0.4 mg/day alone (Group A), 28 patients 
received tadalafil lOmg/day (Group B) 
and combination therapy (tamsulosin 
and tadalafil both) was instituted in 28 
patients (Group C). They were evalu¬ 
ated for International Prostatic Symptom 
Score (IPSS), International Index of Erec¬ 
tile Function questionnaire (IIEF5), Qual¬ 
ity of Life (IPSS QoL), maximum urinary 
flow rate (Qmax), post void residual 
volume (PVR) and safety parameters 
before start of treatment and at 3 months 
following treatment. 

Results: A significant improvement 
in IPSS score was observed in all 
the 3 groups, A, B and C (-50.90%, 
p<0.05; -33.50%, p<0.05 and -53.90%, 
p<0.05 respectively). IIEF5 score in¬ 
creased significantly in these 3 groups 
(+39.28%, p<0.05; +45.96%, p<0.05 
and +60.23%, p<0.05 respectively). In 
all the 3 groups, a significant increase 
in Qmax and decrease in PVR were 
observed (33.99%,p<0.05; 29-78%, 
p<0.05 and 37.04%, p<0.05) and 
(-60.90%, p<0.05; -49.45%,p<0.05 and 
-62.97%,p<0.05 respectively). The QoL 
scores also improved (-73.35%, p<0.05; 
-70.26%, p<0.05 and -79.65%, p<0.05 
respectively). Drop-out rate was 9-4% 
(noncompliance 3.5% and side-effects 


5.9%). Side-effects were dyspepsia, heart¬ 
burn, headache, flushing, myalgia and 
backache. None of the participants ex¬ 
perienced any severe or serious adverse 
events. 

Conclusions: Tamsulosin and tadalafil 
alone or in combination cause a signifi¬ 
cant improvement in patients with LUTS. 
Their erectile function also improves with 
these medications. The improvement is 
better with combination therapy as com¬ 
parison to single agent alone. 

POD-02.04 

The Role of Dutasteride in 
Preventing BPH-Associated Clinical 
Progression Among Asymptomatic 
Men with an Enlarged Prostate 
Toren P, Margel D, Kulkarni G, Finelli A, 
Zlotta A, Fleshner N 
Dept, of Surgery, University of Toronto, 
University Health Network, Toronto, 
Canada 

Introduction and Objective: Prostatic 
enlargement is a risk factor for acute 
urinary retention (AUR), need for surgery, 
as well as developing lower urinary tract 
symptoms (LUTS). Treatment with 5-al¬ 
pha reductase inhibitors has been studied 
in men with moderate-severe LUTS. Our 
study aims to assess the role of dutaste¬ 
ride in preventing clinical progression in 
asymptomatic men with larger prostates. 
Materials and Methods: Using data 
obtained from the REDUCE study, we 
assessed the outcomes of men with a 
prostate size >40 mL and baseline Inter¬ 
national Prostate Symptom Score (IPSS) 
<8. Men treated with any medications 
for benign prostatic hyperplasia (BPH) at 
time of study entry or who did not com¬ 
plete the end-of-study IPSS questionnaire 
were excluded. We compared the risk 
of BPH clinical progression at four years 
between those randomized to dutasteride 
versus placebo. BPH clinical progression 
was defined as a a 4 point worsening on 
IPSS, AUR related to BPH, urinary tract 
infection, or BPH related surgery. A multi- 
variable logistic regression analysis (MVA) 
assessed the effect of dutasteride on BPH 
clinical progression adjusting for age, 
IPSS, prostate volume, post-void residual, 
and peak urinary flow rate. 

Results: Our study cohort consisted 
of 1617 men; 825 on placebo, 792 on 
dutasteride. A total of 464 patients (29%) 
experienced BPH clinical progression; 
297(36%) on placebo, 167(21%) on 
dutasteride (P<0.001). The relative risk 
reduction (RRR) was 44% and the abso¬ 
lute risk reduction was 15%. Among the 
76 patients (4.7%) who had AUR and 


the 46 patients (2.8%) who had BPH- 
related surgery, the RRR for dutasteride 
was 79% and 81%, respectively. On MVA, 
dutasteride significantly reduced BPH 
clinical progression with an odds ratio of 
0.47(95% Cl 0.37-0.59, P<0.001). 
Conclusions: This study is the first to 
explore the benefit of treating asymptom¬ 
atic or mildly symptomatic men with en¬ 
larged prostates. In this cohort, dutaste¬ 
ride significantly decreased the incidence 
of BPH clinical progression. 

POD-02.05 

Pharmacologic Therapy in 
Men with New-onset Lower 
Urinary Tract Symptoms 
Jacobsen S, Wallner L, Fong D, Slezak J, 
Loo R 

Research and Evaluation, Kaiser 
Permanente Southern California, 
Pasadena, USA 

Introduction and Objective: Previous 
studies have demonstrated that a minor¬ 
ity of men seek health care for their lower 
urinary tract symptoms. Few, however, 
have evaluated the proportion of men 
with new-onset symptoms who do not 
receive medical therapy and may be candi¬ 
dates for self-management. 

Materials and Methods: As part of the 
California Men’s Health Study, 39,222 men 
ages 45-69 years old from the Southern 
California Kaiser Permanente Health plan 
were surveyed in 2002-2003 and again in 
2006-2007. Men who reported none-mild 
symptoms (International Prostate Symp¬ 
tom Score 0-7), with no diagnosis of be¬ 
nign prostatic hyperplasia and who were 
not on medications for lower urinary tract 
symptoms at baseline in 2002 (N=20,766) 
were followed to identify those who re¬ 
ported a score of 8-19 (moderate) or 20 or 
higher (severe) in follow-up. Linked phar¬ 
macy records were examined to determine 
the filling of prescriptions for alpha block¬ 
ers and/or 5-alpha reductase inhibitors 
following baseline and medical records 
were examined to determine minimally 
invasive or surgical procedures and urol¬ 
ogy clinic visits. 

Results: Of the 10,269 men who had 
none-mild symptoms at baseline, 4229 
(41%) reported moderate-severe symp¬ 
toms at follow-up. Of them, 363 (8.6%) 
had record of a pharmacologic treatment 
for lower urinary tract symptoms being 
dispensed, 3 (0.7%) had a minimally in¬ 
vasive or surgical procedure for BPH and 
3863 (91.4%) had no treatment recorded. 
Men who progressed to severe symptoms 
(IPSS a 20) at follow-up were more likely 
to be on medication for BPH (OR=8.l6, 
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95% CI= 5.89, 11 30), have a diagnosis 
of BPH (OR=4.83, 95% CI=3 51, 6.65) 
or have seen a urologist in the interven¬ 
ing years (OR=2.66, 95% CI= 1.96, 3.62) 
when compared to men who did not 
progress to severe symptoms (IPSS < 20). 
Conclusions: These data demonstrate 
that in this system, over 91% of men with 
new onset LUTS over four years do not 
have a pharmacologic or surgical therapy 
for their symptoms. This substantial pro¬ 
portion of men may prove good candi¬ 
dates for a self-management plan. 

POD-02.06 

Non-voiding Contractions Induced by 
Bladder Outlet Obstruction: Effects of 
C-fiber’s Desensitization and an Alpha 
1-adrenoceptor Blocker Naftopidil 
Akino H, Nagase K, Watanabe N, Tanase 
K, Oyama N, Miwa Y, Yokoyama O 
Dept, of Urology, The University ofFukui, 
Yoshida, Japan 

Introduction and Objective: Non¬ 
voiding contractions (NVCs) are observed 
on cystometrogram in animal models of 
bladder outlet obstruction (BOO). NVCs 
are considered to be myogenic and may 
be modulated by the nervous system 
innervating the bladder because al- 
adrenoceptor blockers attenuate NVCs. 
An a 1-blocker, naftopidil is known to 
suppress C-fiber signaling in a rat model 
of cerebral infarction. To investigate 
whether C-fiber signaling is associated 
with the generation of NVCs and inhibi¬ 
tory effect of al-blockers on NVCs, the 
effects of resiniferatoxin (RTX) and naf¬ 
topidil on NVCs were examined in a rat 
model of BOO. 

Materials and Methods: BOO was in¬ 
duced by incomplete urethral ligation in 
female Wistar rats (n=l6). Cystometry 
was performed 4 weeks after the induc¬ 
tion of BOO. RTX (0.3 mg/kg) was inject¬ 
ed subcutaneously 3 days before cystom¬ 
etry in 7 rats. Bladder capacity (BC) and 
the frequency and amplitude of NVCs at 
80% BC were measured before and after 
intravenous administration of naftopidil 
(1 mg/kg). The effect of naftopidil (60 
p M) on spontaneous contractions in 
bladder strips in-vitro from female Wistar 
rats with BOO of 4 weeks duration (n=8) 
were also examined. Data were expressed 
as mean ± SEM. 

Results: RTX-treatment increased BC and 
the frequency of NVCs (6.3 ± 0.9 and 9.5 
± 0.8 ml for BC, and 1.6 ± 0.2 and 2.5 ± 
0.2 cycle/min for the frequency of NVCs, 
p<0.05 for both). Naftopidil increased 
BC and attenuated NVCs in BOO rats (6.3 
± 0.9 to 7.2 ± 0.8 ml for BC, and 11.1 


± 1.8 to 7.0 ± 1.8 cmH 2 0 for the am¬ 
plitude of NVCs, p<0.05 for both), and 
decreased the frequency of NVCs even in 
RTX-treated BOO rats (2.5 ± 0.2 to 1.2 
± 0.1 cycle/min, p<0.05). Naftopidil did 
not attenuate spontaneous contractions 
in bladder strips in vitro. 

Conclusions: C-fiber afferent is involved 
in neural circuits for micturition reflex in 
rats with BOO, but not essential for the 
generation of NVCs. The inhibitory ef¬ 
fect of naftopidil on NVCs is not derived 
from the inhibition of C-fiber signaling 
or the direct inhibition of spontaneous 
contractile activity. Naftopidil may at¬ 
tenuate NVCs by the suppression of a 
neural pathway involving RTX-insensitive 
afferents. 

POD-02.07 

Health Information Quality on 
the Internet in Benign Prostatic 
Hyperplasia and its Treatment: 

A Multilingual Evaluation 

Manecksha R 1 , Chen E\ Abouassaly R 2 , 
Lawrentschuk N 1 

‘Dept, of Urology, Austin Hospital, 
Heidelberg, Victoria, Australia; 
2 Urological Institute, Case Western 
Reserve University, Cleveland, USA 

Introduction and Objective: Internet 
information quality for benign prostatic 
hyperplasia (BPH) is considered variable 
but no comprehensive analysis exists. 

Our objective was to compare the qual¬ 
ity of BPH-related websites and to assess 
for language and other differences across 
Western languages. 

Materials and Methods: Health on the 
Net (HON) principles may be applied 
to websites using an automated toolbar 
function. Using the Google search engine 
(www.Google.com), in 2011, 9000 web¬ 
sites were assessed for benign prostatic 
hyperplasia and associated common 
surgical and medical treatments. For 
disease, keywords searched were BPH, 
benign prostatic hyperplasia, benign 
prostatic hypertrophy, benign prostatic 
enlargement, prostomegaly; for surgical 
treatment, TURR transurethral resection 
of prostate, greenlight laser prostate, 
laser prostate surgery, holmium laser 
prostate, diode laser prostate, prostatec¬ 
tomy; and for medical treatment, medical 
therapy prostate, alpha blocker prostate 
and alpha reductase prostate. All searches 
were performed in English, French, Ger¬ 
man and Spanish. The first 150 websites 
in each language had HON principles 


measured. A further analysis of site spon¬ 
sorship was performed. 

Results: A total of 9000 websites were 
assessed; disease search (3000) surgical 
treatment (4200) and medical treatment 
(1800). Regardless of language or search 
keyword, the majority of sites are not 
HON accredited. English had more HON 
accredited sites than French, Spanish 
or German. Significant differences were 
found comparing language, disease, sur¬ 
gical and medical treatments. For disease 
search, the most accredited sites were 
commercial sites (34.4%); others (18.7%); 
non-profit organisations (16.9%); institu- 
tions/Government/Education (16.3%); 
physician/surgeon (8.3%) and lastly other 
health professional sites (3.4%). Similar 
trends were observed for surgical and 
medical treatments. 

Conclusions: A lack of validation of 
most BPH sites related to the disease 
and treatment should be appreciated by 
urologists. Further, there is a discrepancy 
in quality and number of websites across 
major Western European languages. We 
need to encourage informative, ethical 
and reliable complimentary health web¬ 
sites on the Internet and direct patients 
to them. 

POD-02.08 

Day Surgery Bipolar Plasmakinetic 
Transurethral Resection of 
the Prostate (pk-TURP): A 
5-Year Prospective Study 
Tsang W, Chua VK Consigliere D 
Dept, of Urology, National University 
Health Systems, Singapore 

Introduction and Objective: Monopo¬ 
lar Transurethral resection of the prostate 
(m-TURP) is the gold standard for symp¬ 
tomatic treatment of BPH. Bipolar pk- 
TURP has similar efficacy and improved 
safety profile over m-TURP However 
there is limited published data regarding 
the safety and clinical outcome of pk- 
TURP as a day-surgery (DS) procedure. 
Our objectives were to evaluate the safety 
and clinical outcome of DS pk-TURP over 
a 5-year period. 

Materials and Methods: There were 126 
patients with BOO who underwent day- 
surgery pk-TURP from 2005 to 2011. They 
were discharged on the same day after 4 
hours of bladder saline irrigation and had 
trial without catheter (TWOC) 48 hours 
later in outpatient clinic. International 
Prostate Symptom Score (IPSS), Bother¬ 
some Score, maximum urinary flow rates 
(Qmax), postvoid residual urine (PVRU) 
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and any surgical complications were as¬ 
sessed at 1, 6, 12 months. 

Results: There were 124 out of 126 
patients (98.4%), mean age 65 years, 
successfully discharged on the same day 
with no complications. There were 92.9% 
(n=ll6) patients who had successful 
TWOC in the clinic. The mean surgical 
resection time was 51 minutes\mean 
resected prostate weight was 19.1 grams 
and mean bladder washout duration was 
6.6 hours. No patient required blood 
transfusion. One patient had secondary 
haemorrhage requiring hospitalization. 
The clinical outcomes were summarised 
in Table 1. The overall stricture rate was 
15.9% (n=20): 19.2% (14 cases out of 
73) up to 2007 and from 2008 onwards 
11.5% (6 out of 53). One patient had 
urinary retention a year later. 
Conclusions: DS pk-TURP is safe with 
few complications. Our initial stricture 


rate was high at 19-2% and following 
serial urethral dilatation, this decreased 
to 11.5%. Only 1 patient required hospi¬ 
talization. The clinical outcome is similar 
to published literature on inpatient 
pk-TURP. Therefore, pk-TURP is suitable 
as a day-surgery procedure and can be 


cost-effective for both patient and health¬ 
care institution. pk-TURP can be offered 
as an alternative standard treatment for 
symptomatic BPH. 


P0D-02.08, Table 1: 

Clinical outcomes for pk-TURP 




Baseline 

6 months 

12rotE 

IPSS 

18.4 ±8.7 

6.9 ±5.4 


(p=0.0057) 

5.6 ±5.8 



(p=0.0048) 

Qmax (ml/s) 

7.3 ± 4.5 

13.9 ±7.2 


(p<0.0001) 

15.3 ±6.1 



(p<0.0001) 

PVRU (ml) 

139.8 ±148.7 

31.5 ±49.0 


(p<0.0001) 

23.4 ±35.6 



(p<0.0001) 

(Paired t-test comparing baseline and 6 and 12months) 
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Podium Session 3: Urinary 
Incontinence 
Monday, October 1 
15:15-16:45 

POD-0301 

Development of a Tissue 
Culture In Vitro Test System for 
Evaluation of Biocompatibility 
of Alloplastic Materials 

Gerullis H 1 , Eimer C 1 , Georgas E 1 , Boros 
M 2 , Klosterhalfen B 3 , Otto T 1 
1 Dept. of Urology, Lukas Hospital, 

Neuss, Germany; 2 Dept. of Experimental 
Surgery, University of Szeged, Szeged, 
Hungary; 3 German Centre For Implant- 
Pathology, Diiren, Germany 

Introduction and Objective: Optimiza¬ 
tion of biocompatibility issues is a major 
requirement for alloplastic materials, 
currently applied in surgical approaches 
for hernia, incontinence and prolapse 
situations. Tissue ingrowth/adherence 
and formation of connective tissue seem 
to have important influence in mesh 
incorporation at the implant site. 
Materials and Methods: In an in-vitro 
approach we randomly investigated 7 
different mesh types, currently used in 
various indications with regard to their 
adherence performance. Using a tissue 
culture approach meshes were incubated 
with tissue representative for fibroblasts, 
muscle cells and endothelial cells origi¬ 
nating from 10 different patients. After 6 
weeks the meshes were assessed micro¬ 
scopically and a ranking of their adher¬ 
ence performance was established. 
Results: Tissue culture was successful in 
100% of the probes. No interindividual 
differences concerning the growth and 
adherence performance after incubation 
with the different meshes in the inves¬ 
tigated 10 patients were remarked. The 
ranking was consistent in all patients. In 
this test system, PVDF (Dynamesh®) was 
the mesh with the best adherence score. 
Conclusions: The test system was fea¬ 
sible and reproducible suggesting pore 
size to be a predictor for adherence 
performance. The test system may be 
a helpful tool for further investigations 
and the predictive value should be as¬ 
sessed in further in vitro and in vivo 
investigations. 

POD-03-02 

Evaluation of Sleep Quantity and 
Quality in Older Adults with Nocturia 
Using Portable Electroencephalogram 
Acquisition Device 


Matsushita C, Hirayama A, Torimoto 
K, Matsumoto Y, Yamada A, Fujimoto K, 
Hirao Y 

Dept, of Urology, Nara Medical 
University, Kashihara, Japan 

Introduction and Objective: Nocturia 
is not only bothersome for patients and 
their partner because of sleep distur¬ 
bance, but is also associated with in¬ 
creased morbidity such as bone fracture 
and depression. Although the state of 
sleep should be evaluated objectively by 
electroencephalography (EEG), the dis¬ 
turbed sleep has never been evaluated by 
EEG. We investigated the state of sleep in 
the older adults with nocturia by use of 
portable EEG acquisition device 
Materials and Methods: The sleep EEG 
was recorded at home for 2 or more 
continuous days in 17 older adults with 
nocturia and 10 adult volunteers by the 
portable EEG acquisition device (Proas¬ 
sist, Ltd., Japan). Frequency volume 
charts were simultaneously recorded in 
all those subjects. 

Results: The average ages of older adults 
and volunteer groups were 72.6±0.6 
and 37.7±11.3 years old, respectively. 

The measurement of sleep EEG in older 
adults and volunteers were performed 
totally 43 and 12 times (average 2.6±1.6 
times/older adult, 1.2±0.4 times/vol¬ 
unteer) . The total number of nocturnal 
voiding during examination was 90 
and average frequency of nocturia was 
2.1±1.2 times/older adult. There were 
significant differences in time in bed, 
sleep period time, total wake time after 
sleep onset, deep sleep time, and sleep 
efficacy between older adults with noctu¬ 
ria and adult volunteers without nocturia. 
Older adults with hours of undisturbed 
sleep (HUS) (defined as the time between 
sleep onset and the first awakening to 
voiding) within 2 sleep cycles had longer 
wake time after sleep onset and shorter 
deep sleep time and lower sleep efficacy 
compared to those with HUS more than 2 
sleep cycles. 

Conclusions: We objectively demonstrat¬ 
ed with portable EEG acquisition device 
that not only the frequency of nocturnal 
voiding but also the time of awakening 
deteriorates the quality of sleep in older 
adults with nocturia. Therefore, it is very 
important to pay attention to both the 
frequency of nocturnal voiding and the 
time of awakening for improvement of 
QOL in older adults with nocturia. 

POD-0303 

Lidocaine Bladder Instillation 
for Prevention of Autonomic 


Dysreflexia during Suprapubic 
Cystostomy Placement for 
Upper Spinal Cord Lesion 
Ozawa H 1 , Inoue M 2 , Shimizu S 1 , 
Tokunaga Y 1 , Yakushiji H 1 , Nasu Y 2 
‘Kawasaki Hospital, Kawasaki Medical 
School, Okayama, Japan; 2 Okayania 
Rosai Hospital, Okayama, Japan 

Introduction and Objective: Auto¬ 
nomic dysreflexia (AD) is a common 
and potentially dangerous hypertensive 
response to stimulation below the level 
of injury occurs in patients with spinal 
cord injury at T6 or above. The purpose 
of this study was to determine whether 
lidocaine instillation limits AD during su¬ 
prapubic puncture for cystostomy (SPC) 
placement. 

Materials and Methods: Between Janu¬ 
ary 1999 and March 2008, a total of 47 
cases underwent cystostomy placement 
using the suprapubic puncture kit. Sub¬ 
jects were separated into four groups, 
non spinal cord injured group (non SCI 
group: 11 cases), lower spinal cord lesion 
group (Th7 or below: lower SCI group: 8 
cases), upper spinal cord lesion without 
lidocaine instillation (upper SCI placebo 
group: 8 cases) and upper with lidocaine 
instillation (upper SCI lidocaine group: 

20 cases). Systolic and diastolic blood 
pressure, heart rate and symptoms of 
autonomic dysreflexia were recorded. In 
upper lidocaine group, after the bladder 
was emptied by transurethral catheter, 

1% lidocaine (20 mL) instilled into the 
bladder retained for 20 minutes prior to 
SPC placement under ultrasound guide. 
In upper SCI placebo group, 20 mL sa¬ 
line as placebo was instilled before SPC 
placement. 

Results: The systolic blood pressure 
increased by 24, 22, 75 and 47 mmHg 
during SPC placement in non SCI group, 
lower SCI group, upper SCI-placebo 
group and upper SCI lidocaine group, 
respectively. The diastolic blood pres¬ 
sure increased by 6, 3, 32 and 27 mmHg, 
respectively. The systolic blood pressure 
for upper SCI placebo group had a signif¬ 
icantly higher increase than those of any 
other groups. Although 63% of patients 
in upper SCI placebo group received 
intravenous nicardipine administration 
due to severe AD (Systolic blood pressure 
exceeded 200 mmHg) during procedure, 
only 15% in upper SCI lidocaine group 
received nicardipine administration 
(p=0.04). 

Conclusions: Lidocaine bladder instil¬ 
lation significantly limits autonomic 
dysreflexia response in susceptible upper 
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spinal cord injured patients undergoing 
SPC placement. 

POD-03.04 

Effect of Solifenacin on Cognition 
in Geriatric Patients: Results of the 
Non-Interventional Study “Vesicare 
in Geriatric Application: VEGA” 

Hampel C\ Burger M 2 , Buerger K 3 , 
Nowak C 4 , Betz D 5 , Vogel M 6 
1 Dept. of Urology, Universtity Medical 
Center Johannes-Gutenberg Univer¬ 
sity, Mainz, Germany; 2 Dept. of Urol- 
ogy, University Wurzburg, Wurzburg; 
Germany; 3 Institute For Stroke and 
Dementia Research, Ludwig Maximilian- 
University, Munich, Germany; ‘‘Clinic, 
Gorisried, Germany; 5 Center of Urology, 
Ratingen, Germany; 6 Astellas Pharma 
Germany, Munich, Germany 

Introduction and Objective: Solifenacin 
(Vesicare®) improves all symptoms of 
overactive bladder (OAB) in randomised 
controlled trials (RCT). Anticholinergic 
drugs have been suggested to potentially 
affect cognition. Due to the specific set¬ 
ting of RCTs those studies do not neces¬ 
sarily reflect application in a general care 
setting. This bias is even more evident in 
geriatric patients, who are often excluded 
from RCTs. The non-interventional study 
VEGA assesses safety of solifenacin in a 
geriatric population focussing on cogni¬ 
tive effects. 

Materials and Methods: Data were col¬ 
lected at 294 German offices of general 
practitioners from 11/2010 to 09/2011. 
OAB-patients aged 70 years or more re¬ 
ceiving a flexible dose of solifenacin were 
assessed over a 12-week treatment dura¬ 
tion. Changes in symptom severity were 
evaluated; potential impact on cognition 
was surveyed by Mini Mental State Exami¬ 
nation (MMSE) at initial and final visits. 
Results: A total of 917 patients were as¬ 
sessed; mean age was 11 ±1 years. Con¬ 
comitant disease was reported in 89%; 
the three most common conditions were 
hypertension in 82%, coronary artery 
disease in 28% and heart failure in 25%. 
Concomitant medication was reported 
in 86%; the three most common agents 
were ramipril in 33%, acetylsalicylic acid 
in 21% and metoprolol in 17%. 88% had 
previously received anticholinergic treat¬ 
ment which was either discontinued due 
to lack of efficacy or untolerability. There 
were 95% of patients started on solifena¬ 
cin 5mg and 5% on solifenacin lOmg; 

23% of patients increased dose to lOmg 
by the study’s end. Cognition status in 
MMSE before and after treatment (mean 
13-6 weeks) was reported in 555 patients 


and showed no (27-30 points), mild (18- 
26 points, intermediate (10-17 points) 
and severe impairment (>=9 points) at 
study initiation in 51%, 38%, 10% and 1% 
of patients versus 58%, 32%, 10% and 1% 
at study termination, respectively. Mean 
MMSE values were 24.6 (SD ±5.3) at 
study initiation versus 25.3 (SD ±5.1) at 
study termination. 

Conclusions: This large series dem¬ 
onstrates well-tolerated treatment of 
OAB- symptoms in geriatric patients with 
solifenacin 5/10 mg in a general care 
setting. Despite learning effects that have 
to be considered treatment appears to 
be without clinically relevant impact on 
cognitive status. 

POD-03.05 

Urodynamic Safety of the Potent 
and Selective beta3-adrenoceptor 
Agonist, Mirabegron, in Males with 
Lower Urinary Tract Symptoms 
and Bladder Outlet Obstruction 
Nitti V 1 , Rosenberg S 2 , Mitcheson D\ 

He W 4 , Fakhoury A 5 , Martin N 5 
1 Dept. of Urology, NYU Langone Medical 
Center, New York, USA; 2 Dept. of Urology, 
The Iowa Clinic, West Des Moines, USA; 
3 Bay State Clinical Trials, Inc., Urology 
Clinic, Watertown, USA; 4 Global Data 
Sciences, Astellas Pharma Global De¬ 
velopment Inc., Deerfield, USA; 5 Global 
Medical Science, Astellas Phartna Global 
Development, Deerfield, USA 

Introduction and Objective: Many 
men with bladder outlet obstruction 
(BOO) also experience overactive blad¬ 
der symptoms. Mirabegron selectively 
enhances storage of urine during bladder 
filling by stimulating 03-adrenoceptors. 
This study aimed to evaluate the urody¬ 
namic safety of the potent and selective 
03-adrenoceptor agonist, mirabegron, in 
males with lower urinary tract symptoms 
(LUTS) and BOO. 

Materials and Methods: In this mul¬ 
ticenter, double-blind, parallel-group, 
placebo-controlled Phase II study, males 
a 45 years with LUTS for >3 months, 

BOO index >20, and maximum urinary 
flow rate (Q max ) ' 12 mL/sec with a voided 
volume of >120 ml during free flow 
were randomized 1:1:1 to receive once- 
daily oral mirabegron 50 or 100 mg, or 
placebo for 12 weeks. Primary variables 
were changed from Baseline to End of 
Treatment in Q max and detrusor pressure 
at Qmax (I J de,Q,„ llx )- Non-inferiority of mi¬ 
rabegron to placebo was demonstrated 
if the two-sided 95% Cl lower limit for 
treatment difference was >-3 mL/sec 


for Q max , and the upper limit was <15 
cmH 2 0 for P det Q m „. 

Results: There were 200 patients who 
were randomized and received study 
drug or placebo. Demographic and base¬ 
line characteristics were similar between 
groups. Both mirabegron doses were 
non-inferior to placebo in Q max and P de 
tQmax- Adjusted mean change (SE; 95% Cl 
for difference from placebo) from Base¬ 
line in Q m jx (mL/sec) was -0.33 (0.370) 
for placebo, 0.07 (0.366; -0.63, 1.42) 
for mirabegron 50 mg, and 0.30 (0.388; 
-0.43, 1.68) for mirabegron 100 mg; 
P det Qm„ (cmH z O) was 2.92 (2.906), -3.03 
(2'872“-13.98, 2.09), and 1.53 (3.086; 
-9.73, 6.96), respectively. Mean change 
from Baseline in Bladder Contractile 
Index (BCI) was not significantly different 
between mirabegron 50 or 100 mg and 
placebo. At End of Treatment, adjusted 
mean change in post-void residual vol¬ 
ume from Baseline was only significantly 
different from placebo with mirabegron 
100 mg (p=0.0459); however, this was 
not considered clinically meaningful. 
Treatment emergent adverse events 
(TEAEs) occurred in 43.1%, 40.0%, and 
52.3% of patients on placebo, mirabegron 
50 mg, and 100 mg, respectively. One 
patient each on placebo (catheterization 
required) and mirabegron 100 mg (no 
invasive intervention required) had a 
urinary retention TEAE; no serious TEAEs 
or deaths occurred. 

Conclusions: Mirabegron did not af¬ 
fect the voiding urodynamics or bladder 
contractility index after 12 weeks of treat¬ 
ment in a male population with comor- 
bid LUTS/BOO 

POD-03.06 

A Phase III, Randomized, Double- 
Blind, Placebo and Active 
Controlled Study of Once-Daily 
Mirabegron 50 mg in Patients 
with Overactive Bladder 
Yamaguchi O 1 , Hidehiro K 2 , Yukio H 3 , 
Yasuhiko I 3 , Masayuki T 4 , Osamu N 5 , 
Momokazu G 6 , Osamu Y 7 , Naruhito S s , 
Masaki Y 9 , Ikeda Y 10 , Ohkawa S 10 
‘Div. of Bioengineering and LUTD Re¬ 
search, Nihon University, School of Engi¬ 
neering, Tokyo, Japan; 2 Dept. of Urology, 
Asahikawa Medical University, Asahi- 
kawa, Japan; 3 Dept. of Urology, Gradu¬ 
ate School of Medicine, The University of 
Tokyo, Tokyo, Japan; 4 Dept. of Urology, 
Yamanashi University, Yamanashi, Ja¬ 
pan; 5 Dept, of Urology, Shinshu Univer¬ 
sity, Matsumoto, Japan; 6 Dept. of Urol- 
ogy, Nagoya University Graduate School 
of Medicine, Nagoya, Japan; 7 Dept, of 
Urology, Faculty of Medical Sciences, 
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University ofFukui, Fukui, Japan; 8 Dept. 
of Urology, Kyushu University, Kyushu, 
Japan; “Dept. of Urology, National Center 
For Geriatrics and Gerontology, Obu, Ja¬ 
pan; ‘“Astellas Pharma Inc, Tokyo, Japan 

Introduction and Objective: Mira- 
begron is a potent and selective p 3 - 
adrenoceptor agonist for the treatment of 
overactive bladder (OAB) with a mecha¬ 
nism of action distinct from anti-musca- 
rinics; we report efficacy and tolerability 
data from a Japanese Phase III trial. 
Materials and Methods: This ran¬ 
domized, double-blind, placebo- and 
tolterodine-controlled, multicenter study 
enrolled adult patients with OAB symp¬ 
toms for >24 weeks. Patients with >8 mic¬ 
turitions/24 h and a 1 urgency or urgency 
incontinence episode/24 h were random¬ 
ized to once-daily placebo, mirabegron 
50 mg, tolterodine 4 mg for 12 weeks. 
Primary endpoint was change from 
baseline to end of treatment in mean 
number of micturition episodes/24 h. 
Secondary endpoints included change 
from baseline to end of treatment in 
mean number of urgency episodes/24 h, 
urinary incontinence episodes/24 h, 


P0D-03.06, Table 1. 

Mean change from baseline to end of treatment 

Placebo 

Mirabegron 50 mg 

Number of micturitions/24 h 

-0.86 (2.35) 

-1.67 (2.21)* 

Number of urgency episodes/24 b 

-1.37 (3.19) 

-1.85 (2.56)* 

Number of incontinence episodes/24 h 

-0.66 (1.86) 

-1.12(1.48)* 

Number of urgency incontinence episodes/24 h 

-0.60 (1.75) 

-1.01 (1.34)* 

Number of nocturia episodes/24 h 

-0.36 (1.06) 

-0.44 (0.93) 

Mean volume voided/micturition (mL) 

9.72 (29.09) 

24.30 (35.48)* 

Data are mean (SD). *P<0.05 


urgency incontinence episodes/24 h, 
and QoL domain scores on the King’s 
Health Questionnaire. Safety assessments 
included adverse events (AEs), laboratory 
parameters, vital signs, ECG, post void 
residual volume. 

Results: A total of 1 139 patients were 
randomized into 3 groups (placebo: 
n=381; mirabegron: n=380; tolterodine: 
n=378 [results not presented]). Demo¬ 
graphic and baseline characteristics were 
similar for all groups. At study end, mira¬ 
begron showed significant improvements 
versus placebo in mean number of: mic¬ 
turitions, urgency episodes, incontinence 
episodes, and urgency incontinence 
episodes, and also in volume voided/ 


micturition (Table) and in QoL domain 
scores. The incidence of AEs in the mira¬ 
begron group was similar to the placebo 
group. Most AEs in the mirabegron group 
were mild; none were severe. The inci¬ 
dence of individual AEs - including car¬ 
diovascular or antimuscarinic AEs - was 
low and similar to placebo. The incidence 
of dry mouth was low and similar in the 
mirabegron (2.6%) and placebo groups 
(2.9%). 

Conclusions: Mirabegron demonstrated 
significant improvements compared with 
placebo in OAB symptoms and was well 
tolerated. Mirabegron provides clinicians 
with a new approach to treat OAB 
patients. 
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Podium Session 4: Prostate 
Cancer: Detection and 
Screening 
Monday, October 1 
15:15-16:45 

POD-04.01 

Clinical Usefulness of the Ultrasound 
Contrast Agent Perflubutane in 
the Diagnosis of Prostatic Cancer: 

A Prospective Clinical Trial 
Akatsuka J\ Kimura G 1 , Suzumura K 1 , 
Nomura S\ Minowa T 1 , Iigaya S 1 , Osawa 
S 2 , Kondo Y 1 

1 Dept. of Urology, Nippon Medical 
School, Tokyo, Japan; 2 Dept. of Urology, 
Heisei Tateishi Hospital, Tokyo 

Introduction and Objective: This 
study’s aim is to investigate the clinical 
usefulness of the novel ultrasound con¬ 
trast agent Perflubutane in the diagnosis 
of prostatic cancer. 

Materials and Methods: A preliminary 
study was carried out in December, 2009 
under the approval of institutional re¬ 
view board for human investigation in 
our hospital. We here report the results 
in 686 consecutive cases between Janu¬ 
ary 2010 and December 2011. Before 
prostate biopsy two urologists, J.A. and 
K.S. examined digital rectal examination 
(DRE), B-mode ultrasonography (BU), 
power Doppler ultrasound (PDU), and 
checked lesions of suspected cancer. After 
intravenous infusion of Perflubutane, 
targeted biopsies in the suspected lesions 
by each modalities including Perflubu¬ 
tane enhanced ultrasonography (PEU) 
and the 14-sites systematic biopsy were 
done. Sensitivity, specificity, PPY NPY and 
accuracy were compared between DRE, 
BU, PDU, and PEU. 

Results: The average age of the subjects 
was 68 years (36-88) and the median PSA 
was 7.9ng/ml (0.6 - 4195). Of 686 cases 
416 were prostate cancer (60.6%). The 
sensitivity, specificity, PPY NPY and ac¬ 
curacy were 52.9%, 63.3%, 69 0%, 46.6%, 
and 57.0% by DRE, 69.2%, 43.7%, 65.5%, 
48.0%, and 59.2% by BU, 66.6%, 58.9%, 
71.4%, 53.4%, and 63.6% by PDU, and 
66.1%, 70.0%, 77.2%, 57.3%, and 67.6% 
by PEU, respectively. The PPY NPY and 
accuracy were significantly greater for 
PEU than for all other modalities. 
Conclusions: This study demonstrated 
significantly improved diagnostic accu¬ 
racy of prostate cancer with PEU. It needs 
further studies to clarify the difference 


of PEU features between prostate cancer 
and non-cancerous lesions. 

POD-04.02 

Intravenous Cefuroxime: Does 
It Improve the Efficacy of 
Ciprofloxacin in the Prevention of 
Infectious Complications Following 
Transrectal Prostate Biopsy? A 
Prospective Comparative Study 
A1 Rumaihi K, Majzoub A, Younes N 
Uro-Oncology Unit, Dept, of Urology, Ha¬ 
mad Medical Corporation, Doha, Qatar 

Introduction and Objective: To com¬ 
pare the frequency of infection following 
transrectal ultrasound guided biopsy of 
the prostate (TRUSBP) using ciprofloxa¬ 
cin prophylaxis with and without adding 
cefuroxime. 

Materials and Methods: Between June 
2008 and October 2009, a total of 205 
consecutive patients were subjected to 
TRUSBP with the use of oral 500mg cip¬ 
rofloxacin twice per day, 2 days before 
and 3 days after the biopsy and defined 
as group A. Starting from November 2009 
and onwards, 250 consecutive patients 
were subjected to TRUSBP using the 
same previous protocol of antibiotic pro¬ 
phylaxis with the addition of intravenous 
(IV) 1.5g cefuroxime given 30 minutes 
before the procedure and defined as 
group B. The incidence of post-TRUSBP 
sepsis together with the results of urine 
and blood cultures and antibiotic sensi¬ 
tivity were compared between the two 
groups. 

Results: Post-TURSBP fever was recorded 
in 18 out of 205 patients of group A 
(8.8%) and in 9 out of 250 patients of 
group B (3-6%), a difference of significant 
value (p=0.018). Urine culture was posi¬ 
tive in 14 and 5 of patients of group A 
and B, respectively, with extended spec¬ 
trum beta lactamase producing (ESBL) 
Escherichia coli (E. Coli) as the most 
common organism. Blood culture was 
positive in 7 and 3 patients of group A 
and B, respectively, with ESBL E. Coli as 
the most common organism. All patients 
who experienced post-TRUSBP sepsis 
were successfully treated. 

Conclusions: Adding a single IV injec¬ 
tion of 1.5g cefuroxime to oral ciprofloxa¬ 
cin significantly reduces the frequency of 
post-TRUSBP infectious complications. 

POD-04.03 

Outcomes after Primary Treatment for 
Non-Metastasized Prostate Cancer in 
the European Randomized Screening 
Trial for Prostate Cancer (ERSPC) 


Hugosson J 1 , Carlsson S 1 , Moss S 2 , Auvinen 
A 3 , Tammela T 3 , Nelen V 4 , Kwiatkowski M 5 , 
Recker F 5 , Roobol M 6 , Schroder F 6 
1 Dept. of Urology’, Sahlgrenska University 
Hospital, Gothenburg, Sweden; 2 Dept. 
of Cancer Screening Research, Queen 
Mary University of London, Surrey, UK; 
3 Tampere University, School of Health 
Sciences, Tampere, Finland; 4 Dept. of 
Oncology’, Oncology Centre Antwerp, 
Antwerp, Belgium; 5 Dept. of Urology, 
Kantonspital Arau, Arau, Switzerland; 
6 Dept. of Urology, Erasmus Medical Center, 
Rotterdam, The Netherlands 

Introduction and Objective: To evalu¬ 
ate the effect of primary treatment for 
prostate cancer and possible differences 
by trial arm on disease-specific survival 
within a prostate cancer screening trial. 
Materials and Methods: Five centers 
in the European Randomized Study of 
Screening for Prostate Cancer (ERSPC) 
provided the study population; Belgium, 
Finland, Sweden, Switzerland and the 
Netherlands. To compare the outcome by 
center, given treatment and randomiza¬ 
tion arm (screening vs. control arm), a 
Cox regression model was used to esti¬ 
mate hazard ratio of prostate cancer 
death by randomization arm adjusted for 
age, serum PSA, screening center, treat¬ 
ment and treatment year. The primary 
treatments evaluated included radical 
prostatectomy (RP), radiotherapy (RT), 
surveillance (SU) and hormonal therapy 
(HRM). Patients were classified as having 
low-, intermediate- or high-risk cancers 
but patients with metastatic prostate 
cancer and/or PSA > 100 were excluded 
from the analysis. 

Results: The study population encom¬ 
passed 10,888 men (6,519 in the screen¬ 
ing arm and 4,369 in the control arm) 
diagnosed with prostate cancer. Among 
them, 328 men (167/6518 in the screen¬ 
ing and 161/4367 in the control arm) 
died of the disease during a median fol¬ 
low-up of 5.0 years from treatment (IQR 
2.7-8.1). In the high-risk group, 231/2492 
(9-2%) men died of prostate cancer com¬ 
pared with only 36/5404 (0.7%) men 
in the low-risk group. In the regression 
analysis, no significant differences in 
HR were seen between the five centers, 
except for Belgium. The adjusted HR 
for death from prostate cancer for men 
in the high-risk group was significantly 
higher in the control group as compared 
to the screening group (HR 1.59, 95% Cl 
1.18 - 2.13, p=0.002). No clear differ¬ 
ences were seen between the trial arms 
among the low or intermediate risk 
groups, however a significant difference 
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between the arms were seen among 
patients in the high-risk groups prognosis 
(HR 1.89, 95% Cl 1.20 - 2.97, p=0.006) 
which seems to be explained by a skew¬ 
ness in risk-factors and heterogeneity 
between screen-detected and clinically di¬ 
agnosed high-risk disease. For men in the 
high-risk group, a significantly increased 
risk of prostate cancer death was noted in 
men treated with radiotherapy (HR 1.84, 
95% Cl 1.22 - 2.78, p=0.004), and men 
receiving hormonal treatment (HR 3-64, 
95% Cl 2.25 - 5.90, p<0.001) relative to 
prostatectomy. 

Conclusions: A large proportion of 
men with high-risk cancers die from PC, 
despite the disease being detected by 
screening. The choice of treatment will 
in both arms influence the outcome in a 
randomized screening study. 

POD-04.04 

Prevalence and Characteristics 
of Prostate Cancer Among 
Participants of Community-Based 
Screening in Lagos, Nigeria 
Ikuerowo S 1 , Omisanjo O 1 , Bioku M 1 , 
Ajala M 3 , Mordi V 2 , Esho J 1 
1 Dept. of Surgery, Lagos State University 
College of Medicine, Ikeja, Nigeria; 

2 Dept. of Morbid Anatomy and Forensic 
Medicine, LASUCOM, Ikeja, Nigeria; 
3 Lagos State Pathology Services, General 
Hospital, Lagos, Nigeria 

Introduction and Objective: Prostate 
cancer (CaP) is the most commonly diag¬ 
nosed cancer among Nigerian men but 
CaP screening is not a common practice. 
The true burden of the disease in Nigeria 
is not known. The study was aimed at 
studying the community burden of CaP 
in Lagos. 

Materials and Methods: CaP screening 
was carried out in the community for 
men aged 240 years in 10 local govern¬ 
ment areas of Lagos by subjecting them 
to serum total PSA (tPSA) test and digital 
rectal examination (DRE). Participants 
were recruited by public service an¬ 
nouncement, flyers and radio and televi¬ 
sion jingles. Those with abnormal DRE 
or tPSA >95th percentile of the cohort or 
both were selected for transrectal biopsy 
of the prostate (TRPB). 

Results: There were 3191 men screened 
and complete data was available for 3141 
(98.4%). The mean age was 61.6 years. 
DRE was abnormal in 312 men and was 
significantly correlated with the age of 
the patient and tPSA (p<0.001). The tPSA 
ranged from 0 to 180/xg/l. with a median, 
mean and 95th percentile of 1.6, 2.6 and 
10.0/j.g/l, respectively. There were 207 


out of the 342 men selected subjected 
to TRBP Twenty-nine men had histologi¬ 
cal diagnosis of Cafl giving an estimated 
prevalence rate of at least 0.923% or 
923 per 100,000 men of age 240. Only 7 
(24%) had organ-confined disease while 
12 (41.4%) had locally advanced disease 
and 10 (34.5%) men had metatatic dis¬ 
ease. The majority of the men, 22 (75.9%) 
were reported to have Gleason’s score 
of 2 7. 

Conclusions: The prevalence rate of CaP 
among men aged 240 years in the com¬ 
munity in Lagos is high and much greater 
than previously reported in a hospital- 
based study. Majority of the subjects have 
advanced and high-grade disease. 

POD-04.05 

Magnetic Resonance Imaging/ 
Ultrasound Fusion Guided Prostate 
Biopsy for Patients with Small 
Lesions Suspicious for Cancer 
Revealed by Multiparametric 
Magnetic Resonance Imaging 
Kamoi K, Okihara K, Iwata T, Kawauchi 
A, MikiT 

Kyoto Prefectural University of Medicine, 
Kyoto, Japan 

Introduction and Objective: The accu¬ 
mulating evidence suggests an improved 
performance of MRI when modern se¬ 
quences are used. Multiparametric MRI 
(mMRI) includes Tl-and T2-weighted 
images, dynamic contrast, and diffu¬ 
sion weighting. The aim of this study 
was to demonstrate the efficacy of MRI/ 
ultrasound fusion technique for targeting 
small suspicious lesion for prostate can¬ 
cer revealed by mMRI. 

Materials and Methods: A total of 20 
men with less than 10 mm suspicious 
lesion revealed by multimodal 3-Tesla 
MRI were included in this study. Half of 
the patients had previous history of nega¬ 
tive conventional biopsy. The median 
age, PSA value and prostate volume were 
70 years, 7.4 ng/ml and 33 ml, respec¬ 
tively. Suspicious lesions were marked 
on the 3-dimensional (3-D) MRI and data 
were transferred and fused with the 3-D 
volume-rendered ultrasound images by 
using Urostation (Koelis, France). Two 
samples from suspicious area as well as 
6 cores from conventional sextant sites 
were taken transrectally. 

Results: Prostate cancer was detected in 
19 of 20 patients (95%). All 19 patients 
with positive biopsy result revealed can¬ 
cer in the suspicious lesions. One patient 
had small suspicious lesion in the ante¬ 
rior apex, which may be missed by inad¬ 
equate needle placement (false negative 


case). No significant adverse events were 
observed. 

Conclusions: MRI-ultrasound fusion 
biopsy technique revealed significant 
potential to target small suspicious le¬ 
sions on mMRI. The location of each 
biopsy core taken could be accurately 
documented in 3-D images, which seems 
to enable tailored planning for the treat¬ 
ment of small focus of prostate cancer. 

POD-04.06 

What Can We Do to Maximize the 
Detection Rates of Prostate Cancer? 
Kimura G, Akatsuka J, Suzumura K, 
Nomura S, Saito Y, Kondo Y 
Dept, of Urology, Nippon Medical School, 
Tokyo, Japan 

Introduction and Objective: Since 
Hodge introduced a revolutionary biopsy 
technique, “the sextant biopsy”, many 
investigators have tried to make refine¬ 
ments to increase detection rates of 
prostate cancer, which was done mainly 
by increased biopsy cores. This extended 
biopsy scheme resulted in higher cancer 
detection rates; however, the reason why 
we need to biopsy the sites defined by 
each extended or saturation biopsy pro¬ 
tocol has not been shown clearly. Here 
we show a subzonal cancer incidence- 
based transrectal biopsy strategy to 
maximize the detection rates of prostate 
cancer. 

Materials and Methods: From 2000 to 
2005, radical prostatectomy with no neo¬ 
adjuvant therapy was performed in 254 
cases in our hospital. Serial whole mount 
4 mm-thick sections were reviewed to de¬ 
termine the subzonal incidence of pros¬ 
tate cancer. At the same time, we found 
97% of all cases contained cancer lesions 
in the first two slices from the apex. So, 
we designed a subzonal cancer incidence- 
based transrectal biopsy template. In 
this strategy, biopsies are concentrated 
in the apex side. From Jan. 2006 to Dec 
2011 we prospectively studied the cancer 
detection rates by this biopsy technique 
in men with suspicious prostate cancer 
based on an elevated PSA, digital rectal 
examination, and/or contrast-enhanced 
transrectal power Doppler ultrasound. 
Results: A total of 2012 consecutive cases 
were biopsied. Mean patient age was 69. 
Median PSA was 7.3 ng/ml with a range 
of 0.6-4195. Prostate cancer was detected 
in 1167 patients (58.0%). In patients with 
PSA 0-4, 4-10, 10-20, and >20, cancer 
was detected 32.7% (48/147), 53.7% 
(625/1163), 57.3% (235/410), and 88.7% 
(259/292), respectively. In all cases, 
positive biopsy rate of each site was 
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P0D-04.07, Table 1. 

Radical prostatectomy (RP) 

Radiotherapy (RT) 

Number of PC 

(N of T1/T2 PC in brackets) 

Total 925 (862) 

1248 (1007) 

Disease progression 57 (46) 

151 (80) 

Death 17(14) 

74 (29) 

Death other causes 338 (249) 

136 (127) 


Cox regression for disease progression 

Hazard Ratio 

RP versus RT (95%CI) 

Cox regression with propensity scores for 
adjustment (all PC cases) 

0.58 (0.41-0.82) 

Cox regression with propensity scores for 
adjustment (T1/T2 PC cases) 

0.63 (0.41-0.96) 

Cox regression for disease specific mortality 

Hazard Ratio 

RP versus RT (95% Cl) 

Cox regression with propensity scores for 
adjustment (all PC cases) 

0.46 (0.25-0.85) 

Cox regression with propensity scores for 
adjustment (T1/T2 PC cases) 

0.56 (0.26-1.21) 


well-correlated with subzonal incidence 
of prostate cancer. In PSA gray zone cas¬ 
es, 25.1% of cancer was diagnosed in the 
cores other than the sextant regions. This 
means that the sextant biopsy misses 25% 
of cancer cases. 

Conclusions: Our biopsy strategy based 
on subzonal cancer incidence increases 
prostate cancer detection on initial biop¬ 
sy and minimizes the potential for misdi¬ 
agnosis and need for repeat biopsy. 

POD-04.07 

Prostate Cancer Disease Progression 
and Mortality after Radical 
Prostatectomy or External Beam 
Radiotherapy: Results from the 
ERSPC, Section Rotterdam 
Roobol M 1 , Heus I 2 , de Bekker-Grob E 2 , 
Bangma C 1 , Schroder F 1 , Steyerberg E 2 
1 Dept. of Urology, Erasmus University 
Medical Center Rotterdam, Rotterdam, 
The Netherlands; 2 Dept. of Public Health, 
Erasmus University Medical Center Rot¬ 
terdam, Rotterdam, The Netherlands 

Introduction and Objective: Radical 
prostatectomy (RP) and external beam 
radiotherapy (RT) are the two major 
curative therapeutic options for treating 
(clinically localized) prostate cancer (PC). 
No randomized studies are available 
that compare outcomes such as disease 
progression (PCProg) and/or disease 
specific mortality (PCmort). We aimed 
to compare the long term outcomes of 
RP and RT using observational data with 
adjustment for potential confounders by 
propensity scores. 

Materials and Methods: A total of 2,173 
men, all participants (screening and con¬ 
trol arm) in the European screening trial 
(ERSPC, section Rotterdam) and diag¬ 
nosed with PC were initially treated with 
RP (n= 1,248 (57.4%)) or RT (n=925 
(42.6%)). PCProg and PCmort were ascer¬ 
tained through semiannual chart review 
and a cause of death committee.vCox 
proportional hazard analysis and compet¬ 
ing risk analysis was used to evaluate the 
association of PCProg (local progression 
and distant metastasis) and PCmort with 
type of treatment. We determined the 
propensity to receive either RT or RP for 
each patient, using age at diagnosis, PSA, 
clinical T stage, biopsy Gleason grade, 
Charlson co morbidity score, year of 
diagnosis and study arm as covariates in 
a multivariable logistic regression model. 
The propensity score was used as a co¬ 
variate of the treatment effect of RP vs RT. 
Results: After a median follow-up of 8 
years, 208 men suffered from PCProg and 
91 died of PC. Undergoing RP resulted 


in less PCProg and less PCmort than RT, 
with hazard ratios of 0.58 (95% confi¬ 
dence interval 0.41-0.82) and 0.46 (0.25- 
0.85) respectively. Similar results were 
found for 1785 men with T1/T2 disease at 
time of diagnosis, where PCmort was less 
frequent (14 and 29 deaths among RP 
and RT men respectively). 

Conclusions: Although the results point 
towards better outcomes with RP than 
RT, the observation nature of this study 
necessitates a careful interpretation. We 
adjusted for differences in observed con- 
founders, but various other characteris¬ 
tics may bias the comparison, such as an 
inventory of subsequent treatment. 

POD-04.08 

Significant Risk of Prostate 
Cancer in Patients with Elevated 
PSA after Abdomino-Perineal 
Resection of the Rectum 
Shinohara K 

University of California, San Francisco, 
San Francisco, USA 

Introduction and Objective: Screen¬ 
ing of prostate cancer in men who have 
undergone abdomino-perineal resection 
of the rectum (APR) poses a challenge for 
urologists. Diagnosis and staging meth¬ 
ods are limited, as access to the prostate 
via digital rectal exam (DRE) is not pos¬ 
sible. Prostate specific antigen (PSA) can 
be used to screen for malignancy in this 
population; however, the conventional 
diagnostic technique with transrectal 
ultrasound guided biopsies cannot be 
employed. I report my experience with 


transperineal ultrasound (TPUS) guided 
biopsy for evaluation of elevated PSA in 
patients who have undergone prior APR. 
Materials and Methods: Records of 
52 patients who underwent multiple 
random TPUS guided biopsy after APR 
between 6/91 and 3/12 were reviewed. 
The median serum PSA at the time of 
biopsy in this population was 6.6 ng/ml 
with range of 2.28-237 ng/ml. Twenty-two 
patients had undergone APR for colorec¬ 
tal cancer and 30 patients for benign 
condition. Twelve patients had received 
adjuvant radiation therapy for colorectal 
cancer. 

Results: Of the 52 cases, 41 (79%) dem¬ 
onstrated prostate cancer. Gleason grade 
<3 + 3 were found in 19, 2+4-4+3 in 
14, and >4+4 in 8 patients. Cancer was 
found in 20/30 patients who underwent 
APR for benign reason and in 20/ 22 
patients who underwent APR for rectal 
cancer. All 12 patients who had previous 
radiation therapy for rectal cancer had 
positive biopsy. For treatment of prostate 
cancer after the diagnosis, radical pros¬ 
tatectomy in 6, external beam radiation 
in 9, HDR brachytherapy in 11, hormone 
therapy in 5, active surveillance in 1 were 
noted, (unknown 9 patients). 
Conclusions: Significant risk of high- 
grade prostate cancer was found in pa¬ 
tients with a history of APR and elevated 
PSA. TPUS guided biopsy can provide 
accurate tissue diagnosis in theses popu¬ 
lation. Diagnosis of cancer should not 
be delayed due to the lack of rectal access 
for these patients. 


S14 


UROLOGY 80 (Supplement 3A), September 2012 

















PODIUM SESSIONS 


POD-04.09 

Prostate HistoScanning for the 
Detection, Localization and Volume 
Estimation of Prostate Cancer: PHS02 
Simmons L 1 , Autier P 2 , Zat’ura F 3 , 
BraeckmanJA Peltier A 5 , Romics I s , StenzI 
A 7 , Ahmed H 1 , Moore C 1 , Emberton M 1 
1 Div. of Surgery and Interventional 
Science, University College London, 

UK; 2 International Prevention Research 
Institute (IPRI), Lyon, France; 3 Palacky 
University Hospital, Olomouc, Czech 
Republic; 4 UZ-Brussel, Brussels, Belgium; 
Jules Bordet Institute, Brussels, Belgium , 
6 Semmelweis Hospital, Budapest, 
Hungary; 7 Tuebingen University 
Hospital, Tuebingen, Germany 

Introduction and Objective: Prostate 
HistoScanning uses the unprocessed 
ultrasound data from 3D transrectal scan¬ 
ning and after further processing, pre¬ 
dicts the presence or absence of prostate 
cancer and the 3D location of the cancer 
within the gland. Initial proof of concept 
studies (1;2) and the open phase of this 
study (3) exhibited promising sensitivity 
and specificity of Prostate HistoScan¬ 
ning for detection of clinically significant 
prostate cancer. We report the design and 
recruitment to the larger, STARD compli¬ 
ant, European multicentre study - PHS02. 
Materials and Methods: Eligible patients 
comprised men scheduled for radical 
prostatectomy and consented to the 
acquisition of a 3D TRUS study of the 
prostate prior to surgery (the index test). 
3D TRUS data files underwent spectral 


P0D-04.09, Figure 1 . Recruitment to Blind Phase verification phase 



analysis using HistoScanning software 
blinded to the pathology results. Radical 
Prostatectomy (the reference test) speci¬ 
mens were processed centrally at an inde¬ 
pendent laboratory to a precise standard 
operating procedure with whole-mount 
3-4mm slices. . 

Further analysis was performed in 
5x5mm grid analysis of each whole- 
mount pathology section. Pathological 
processing was performed blind to the 
results of the HistoScanning analysis with 
matching between index and reference 
test undertaken by an independent com¬ 
mittee. Accuracy will be calculated on 
detection of prostate cancer foci greater 


than or equal to 0.5cc and 0.2cc in vol¬ 
ume in each of six sectors of the prostate. 
Results: Number of patients screened, 
recruited and excluded are shown in fig¬ 
ure 1. Results are anticipated mid-2012. 
Conclusions: The results of this STARD 
compliant, blinded, multi-centre study of 
HistoScanning are awaited. Many of the 
methodological problems associated with 
testing an index test against radical pros¬ 
tatectomy as a reference test are perti¬ 
nent to other studies seeking to evaluate 
the role of imaging tests in the prostate 
cancer diagnostic pathway. 
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Podium Session 5: Sexual 
Function and Dysfunction 
Tuesday, October 2 
13:15-14:45 

POD-05.01 

Adipose Derived Stem Cells and Nerve 
Growth Factor-Incorporated Hydrogel 
as a Therapeutic Strategy for Post- 
Prostatectomy Erectile Dysfunction 

Kim I 1 , Piao S\ Lee J 1 , Noh I 2 , Raj 3 , Kim 
S\ Hwang T 1 , Lee J 1 
1 Dept. of Urology, St. Mary’s Hospital, 
Catholic University of Korea, Seoul, 

South Korea; 2 Dept. of Chemical 
Engineering, Seoul National University 
of Science and Technology, Seoul, South 
Korea; 3 Stem Cell Research Center, RNL 
Bio Co., Ltd., Seoul, South Korea 

Introduction and Objective: Post-Post- 
prostatectomy erectile dysfunction (ED) 
is the major problem for patients with 
clinically localized prostate cancer. Re¬ 
cently, gene and stem cell-based therapy 
of the corpus cavernosum has been 
attempted for post-prostatectomy ED, 
but those therapies are limited by rapid 
blood flow and disruption of the normal 
architecture of the corpus cavernosum. In 
this study, we investigated the effective¬ 
ness of human adipose derived stem cell 
(hADSC) and nerve growth factor-incor¬ 
porated hyaluronic acid-based hydrogel 
(NGF-hydrogel) application to regenerate 
damaged cavernous nerve (CN), which is 
the main cause of ED. 

Materials and Methods: Sprague-Daw- 
ley rats inflicted with bilateral cavernous 
nerve (BCN) crush-injury were used for 
animal model. Experimental groups were 
divided 5 groups; normal (Nr), BCN 
crush-injury (C), hADSC after BCN injury 
(A), NGF-hydrogel after BCN injury (N), 
and hADSC and NGF-hydrogel after BCN 
injury (AN). PKH26-labeled h-ADSCs were 
applied around the injured cavernous 
nerve, and then NGF-hydrogel was im¬ 
mediately injected on. Four weeks after 
operation, erectile function was assessed 
by detecting the intra-cavernous pres¬ 
sure (ICP)/arterial pressure level by CN 
electrostimulation. Cavernous nerve and 
corpus cavernosum were collected for 
histological examinations. 

Results: PKH-26 labeled hADSC co¬ 
localized with NGF were shown in CN 
tissue sections under fluorescent micros¬ 
copy. In functional study, The ICP was 
significantly increased by application of 
hADSC with NGF-hydrogel compared 
to the other experimental groups. In 
histologic examination, we confirmed 


that hADSC/NGF-hydrogel treatment 
prevented smooth muscle atrophy in the 
corpus cavernosum by a-SMA staining. 
Collagen content in corpus cavernosum 
was increased in group C, but collagen 
content was minimal in the AN group. In 
addition, the AN group showed increased 
the content of eNOS-positive vessels in 
the corpus cavernosum. 

Conclusions: This study suggests that ap¬ 
plication of hADSCs with NGF-hydrogel 
on the CN might be a promising treat¬ 
ment for post-prostatectomy ED. 

POD-05.02 

Priapism: A Review of 113 Cases 
Seen Over 25 Years at the Lagos 
University Teaching Hospital 
Adetayo O 

Dept, of Surgery, Urology Unit, University 
of Lagos, College of Medicine, Lagos, 
Nigeria 

Introduction and Objective: A review of 
113 patients with priapism seen over 25 
years is presented. 

Materials and Methods: Between 
January 1983 and December 2007, 113 
patients with priapism were seen and 
treated by the Urology Unit of Lagos 
University Teaching Hospital. The infor¬ 
mation documented for each included 
age, haemoglobin genotype, drug history, 
associated disease, duration of priapism, 
modality of treatment, post-operative 
complications and post-therapy erectile 
function. 

Results: The age range was 2.5-60years 
and the mean age 27.5 ± SD 10.93s. 

The mean duration of priapism before 
treatment was 5.02 ± SD 4.57 days and 
the range was 0.5 - 30 days. A total of 67 
(59-3%) had a previous history of pria¬ 
pism while 45 (3-9.8%) had no previous 
history of priapism. The time of onset 
of priapism was at night in 80 (70.8%) 
patients and during the day in 17 (15%). 
Priapism started during the dry season 
in 63 (59.43%) and during the raining 
season in 43 (40.57%). The genotype of 
the patients were as follows: HBSS = 61 
(54.46%); HBAS = 15 (13.39%); HBAA = 
17 (15.18%); HBSC = 12 (10.71%). The 
genotype was not known in 6 (5.35%). 
Two patients had high flow priapism 
while others had low-flow priapism. 
Twenty six (23-21%) were treated conser¬ 
vatively while 86 (76.79%) were treated 
surgically. Three patients with low flow 
priapism developed fracture of the pe¬ 
nis before presentation. The associated 
conditions were psychotropic drugs 
in 8, native drugs, in 6, elevated blood 
pressure in 5, Alcohol consumption in 


4, sexual intercourse in 4, marijuana in 
4, anti-hypertensive in 4, non-steroidal 
anti-inflammatory drugs in 3, Leukaemia 
in 2, prostatitis in 2, spinal bifida occulta 
in 2, other associated conditions - 4. The 
post-operative erectile function for the 
surgically treated patients were as follows 
according to their genotype AA - 50%, AS 
= 75%, SS = 70%, SC = 63.6%, overall 
67.74%. 

Conclusions: Priapism is a relatively 
common condition and the pattern of 
associated possible aetiological factors 
in our hospital has not changed much. 
Sickle cell anemia still remains the most 
important aetiological factor. Drug use 
and Drug abuse are becoming more 
important aetiological factors. The post¬ 
therapy erectile function varied as the 
genotype. 

POD-05.03 

Refinement of Male-To-Female Sex 
Reassignment Surgery Over 20 
Years: Experience of 200 Cases 
Jarolim L, Schmidt M, Chocholaty M, 
Minarik I, Rejchrt M, Jerie J, Vesely S, 
Babjuk M, Baronickova K, Havlova K 
Dept, of Urology, Charles University 2nd 
Medical Faculty, Prague, Czech Republic 

Introduction and Objective: From 
1992, the technique of sex reassignment 
surgery (SRS) has undergone some re¬ 
finement, improving functional and cos¬ 
metic results. The aim of the study was to 
describe and assess the refinement of SRS 
during growing experience in 200 cases. 
Materials and Methods: Between 1992 
and 2012, SRS in 200 male-to-female 
transsexual patients was performed. The 
average age was 32.14 years. The average 
number of patients per year was 7 over 
the years 1992-2000 and 14 in the years 
2001-2011. As a key technique, inverted 
penile skin flap for vaginal reconstruc¬ 
tion was used. In the first cases the penile 
glans was used for cervix substitution. 
From 1994, clitoridoplasty using resected 
penile glans with dorsal neurovascular 
bundle including a strip of albuginea 
was performed. From 1997, meticulous 
isolation of sole neurovascular bundle 
was used. From 1998, anterior double Z- 
plasty of mons veneris reconstruction as a 
second stage procedure was introduced. 
Hair growth in skin used for preputial 
cover of the neoclitoris was prevented 
from 2000 by electrical and lately laser 
depilation. 

Results: The average operating time of 
the first stage operation was 3.5 hours 
in the years 1992-2000 and 2 hours be¬ 
tween 2001 and 2012. Bleeding from 
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urethral stump requiring secondary su¬ 
ture occurred in 15 patients. In 8 patients 
sigmoideocolpoplasty for insufficient 
neovaginal size was used. Clitoridal in¬ 
sensitivity was observed in 2 patients. 
Conclusions: Growing experience with 
SRS enabled excellent cosmetic appear¬ 
ance and acceptable sexual sensation 
allowing vaginal intercourse and clitori¬ 
dal orgasm. 

POD-05.04 

Outcome of Penile Prosthesis 

Surgery in Patients with 

Significant Comorbidity 

Seyam R, Al-Harbi B, Alkhudair W Kaftan S 

King Faisal Specialist Flospita! and 

Research Center, Riyadh, Saudi Arabia 

Introduction and Objective: Patients 
with significant comorbidity constitute 
the greater portion of our penile pros¬ 
thesis implantation. We evaluated the 
outcome in those patients. 

Materials and Methods: Penile prosthe¬ 
sis surgery (from 2000-2011) performed 
by a single surgeon (SK) were reviewed 
retrospectively. We identified the un¬ 
derlying systemic or local disease in all 
patients. Charlson comorbidity score was 
calculated for patients with systemic dis¬ 
ease. Patients with local penile disorders 
were evaluated separately. The end point 
of comparison was prosthesis survival 
duration. One way ANOVA and descrip¬ 
tive statistics using Pearson Chi-square 
test were used. 

Results: A total of 145 procedures on 
92 patients were carried out; of these 40 
were in 21 patients with penile pathol¬ 
ogy (peyronie’s disease, ischemic pria¬ 
pism, paraplegia, penile reconstruction 
surgery and urethroplasty). The median 
age was 31 (22-73). Of these 15 primary 
insertions, 13 exchanges for infection 
(6), malfunction (4) and perforation (3) 
and 6 secondary insertions were carried 
out. Twenty-one procedures were un¬ 
eventful (52.5%); 11 (27.5%) infections, 
6(15%) removals, 1 perforation and 1 


malfunction. The median duration of 
prosthesis survival was 679 days (8-3614). 
A group of 105 procedures were carried 
out in 71 patients who were healthy or 
had a systemic disease (DM, cardiovas¬ 
cular, renal impairment, treated cancer 
of the bladder or prostate). The median 
age was 63(29-80) yrs. Overall median 
prosthesis survival was 966 days (5-4332). 
The median Charlson comorbidity score 
for that group was 5. No significant dif¬ 
ference in outcome was observed in 62 
procedures in patients with a score a 5 
(34 uneventful and 14 infections), com¬ 
pared to 43 procedures in patients with a 
score <5 (28 uneventful and 5 infections; 
p= 0.6). However, patients with >5 score 
were significantly older (mean age 66.7 
SD 6.4 vs. 49.6 SD 12.8 yrs; p<0.001) 
and had a shorter prosthesis survival 
(mean 994.1 SD 978 vs. 1576.6 SD 1229 9 
dys; p=0.01) 

Conclusions: Nearly half the penile 
prosthesis surgeries in patients with 
significant penile pathology have an 
uneventful outcome. Patients with signifi¬ 
cant systemic comorbidities have shorter 
prosthesis survival. 

POD-05.05 

Laparoendoscopic Single Site 
Assisted Transsexual Surgery with 
Sigmoid Neovaginoplasty for 
Male Pseudohermaphroditism 
Xu A, Li H, Zheng S, Liu C 
Dept, of Urology, Zhujiang Hospital, 
Southern Medical University, 

Guangzhou, China 

Introduction and Objective: To report 
our initial clinical experience of laparo¬ 
endoscopic single site (LESS) assisted 
male-to-female (MtF) genital sexual reas¬ 
signment surgery (SRS) for male pseudo¬ 
hermaphroditism in 2 cases. 

Materials and Methods: Between 
July and August 2010, two adolescents 
(17 and 16 years old) were diagnosed 
with male pseudohermaphroditism 
with perineal hypospadias and bilateral 


undescended testes. They were consid¬ 
ered as girls since born because of ambig¬ 
uous external genitals. Lack of menarche 
led to further inspection, and then chro¬ 
mosomes analyses confirmed to each that 
their genetic gender was male. But their 
social and psychological gender charac¬ 
teristics were female undoubtedly. After 
thorough discussion between themselves, 
their parents and doctors, they decided 
to maintain their current gender identity 
as girls and remove male internal genitals 
following vaginoplasty. After receiving 
the approval of local ethical committee, 
we performed MtF transsexual surgery 
with LESS assisted technique. After a 3 
cm periumbilical curved incision was 
made, the homemade single port was 
inserted following resection of bilateral 
cryptorchidism and sigmoid vaginoplasty. 
Perineoplasty was performed under di¬ 
rect vision. 

Results: LESS assisted MtF SRS were suc¬ 
cessfully performed without morbidity. 
Operative time for each case was 350 and 
260 minutes respectively, and estimated 
blood loss was 200 and 100 ml respec¬ 
tively. Neither conversion to open or 
laparoscopic surgery nor blood transfu¬ 
sion was needed. The two patients were 
discharged home on postoperative day 
12 and 16 respectively. The periumbilical 
incisions were nearly invisible 1 month 
postoperatively and both patients and 
their parents were satisfied with the good 
cosmetic results. Hormone therapy was 
under way according to endocrinologist’s 
guidance. 

Conclusions: We represented the first 
report of LESS assisted MtF SRS for male 
pseudohermaphroditism in the world. 
LESS assisted transsexual surgery with 
sigmoid neovaginoplasty was safe and 
feasible, and gained satisfactory cosmetic 
results. LESS assisted SRS might be alter¬ 
native option in selected male pseudo¬ 
hermaphroditism patients. 


UROLOGY 80 (Supplement 3A), September 2012 


S17 


PODIUM SESSIONS 


Podium Session 6: Minimally 
Invasive Surgery 
Tuesday, October 2 
13:15-14:45 

POD-06.01 

Laparoendoscopic Single-Site Radical 
Cystectomy with 18 Months Follow- 
Up: Experience from a Chinese Center 
Xu A, Li H, Zheng S, Liu C 
Dept, of Urology, Zhujiang Hospital, 
Southern Medical University, 

Guangzhou, China 

Introduction and Objective: To report 
our experience of laparoendoscopic 
single-site surgery (LESS) for radical cys¬ 
tectomy and bilateral pelvic lymph node 
dissection with 18 months follow-up. 
Materials and Methods: From Novem¬ 
ber 2009 to August 2011, 10 patients (9 
men and 1 woman) with organ confined 
bladder urothelium carcinoma under¬ 
went laparoendoscopic single-site radical 
cystectomy (LESS-RC). For convenience 
of the following sigmoid neobladder 
construction, hypogastric midline inci¬ 
sion was used instead of transumbilical 
incision. After a 3-4 cm lower abdominal 
midline incision was made, Quadport 
or homemade single multichannel port 
was inserted. Homemade single port was 
made with two rings and a surgical glove 
technique. Bilateral pelvic lymph node 
dissection and radical cystectomy were 
performed using prebent and conven¬ 
tional straight laparoscopic instruments. 
Then the taenia myectomy sigmoid neo¬ 
bladder was constructed by open proce¬ 
dure through the initial incision which 
was enlarged slightly later. Follow-up was 
carried out at set intervals (1, 3, 6, 12, 18, 
24, 36 months). 

Results: Neither conversion to open or 
conventional laparoscopic surgery nor 
extra port was needed. The operative 
time of LESS procedure ranged from 130 
to 330 min (mean 243 min). Estimated 
blood loss ranged from 50 to 600 ml 
(mean 270 ml). 5 patients needed blood 
transfusion. The pathologic evaluation 
revealed muscle-invasive bladder uro¬ 
thelial carcinoma with negative margins 
and pelvic lymph node in all cases. No 
mortality or severe complications were 
observed perioperatively. Within mean 18 
months follow-up (3 patients with more 
than 24 months follow-up and 5 patients 
with 12 months follow-up) no evidence 
of recurrent or metastasis was detected. 
Continecet was obtained in all patients 
during daytime after 3 months and only 


2 patients need 1-2 security pads during 
nighttime. 

Conclusions: LESS radical cystectomy 
was safe and technically feasible. Hypo¬ 
gastric midline small incision reduced 
distance between incision and surgical 
field and it was convenient. Homemade 
single port was cost-effective and easy to 
operate. Although medium-term follow¬ 
up of our study showed good cancer spe¬ 
cific outcomes of LESS-RC, large sample 
study and long-term follow-up should be 
carried out to approve it. 

POD-06.02 

Hemi Salvage HIFU and Apex 
Sparing Salvage HIFU in Patients 
with Radiorecurrent Prostate 
Cancer: Impact on Urinary 
Continence: A Pilot Study 
Baco E 1 , Rud E 2 , Klotz 1 )\ Svindland A 3 , 
Berge V 1 , Eggesbd H 2 
‘Dept, of Urology, Oslo University 
Hospital Aker, Oslo, Norway; 2 Dept. of 
Radiology, Oslo University Hospital Aker, 
Olso, Norway; 3 Dept. of Pathology, Oslo 
University Hospital Aker, Oslo, Norway 

Introduction and Objective: One-third 
of patients are treated with external 
radiation beam therapy (ERBT) for local¬ 
ized prostate cancer experience local 
recurrence, based upon PSA and biopsy. 
Salvage treatment options include prosta¬ 
tectomy, cryoablation, and high intensity 
focused ultrasound (HIFU). Whole gland 
treatment in these patients offers accept¬ 
able cancer control, but carries a risk up 
to 50% of urinary incontinence. HIFU is 
the least invasive approach, and can be 
tailored with millimeter precision. Hemi 
salvage HIFU (HSH) and Apex sparing sal¬ 
vage HIFU (ASSH) maintains continence 
and can probably offer comparable can¬ 
cer control to whole gland treatment in 
selected candidates. The aim of this study 
was to evaluate the urinary function af¬ 
ter HSH and ASSH in patients with local 
recurrence after ERBT. 

Materials and Methods: There were 
27 patients, mean age 68 (57-79) with 
biochemical- and biopsy proven local 
recurrence without distances metastases. 
Subgroups: Nineteen patients with uni¬ 
lateral cancer were treated with HSH and 
eight patients with negative apex biopsies 
were treated with ASSH. Gleason score: 
6(2pts), 7a(4pts),7b(8pts), 8(10pts), 
9a(lpt), 10(lpt). Three patients were on 
androgen depletion therapy (ADT). Pre¬ 
treatment mean PSA: 5,5 ng/ml (range: 
0,8-32,0). Time from ERBT to HIFU: 6-11 
years. Mean follow-up time 10 months 
(range 1-21). MRI: 1.5TAvanto (Siemens, 


Erlangen) and body array coil. Sequenc¬ 
es: ax3D T2w and DWI. Post imaging pro¬ 
cessing program: Nordic ICE®, Norway. 
Biopsies: 3D Accuvix V-10, Medison®, 
Korea, navigation and soft fusion system: 
Koelis®,France. Untreated margin in 
apex sparing group (8, 8, 9, 9, 11,12 and 
17mm) was based upon ultrasound mea¬ 
surements of the distance between the 
sphincter and the positive biopsies. HIFU 
treatment: Ablatherm®, France. Degree 
of urinary continence: based on UCLA- 
PCI questionnaire, measured by pads 
needed/day. 

Results: Dry (no pad) 3 months after 
treatment: 16/17 pts in HSH group and 
7/8 pts in ASSP group. 

0-lpad: 1/7 pts in ASSH and 1/16 in HSH. 
Two patients treated with HSH used lpad 
both before and after treatment. Mean 
PSA at 3 months: 1,3(20 pts), 6 months: 
1,2(15 pts), 9 months: 1,3(8 pts), 

12 months: 2,l(6pts). Two pts are 
on ADT and one pt is on LHRH after 
treatment. 

Conclusions: Hemi salvage HIFU and 
apex sparing salvage HIFU is beneficial in 
order to maintain continence compared 
to whole gland treatment. For appropri¬ 
ate patient selection, accurate and docu- 
mentable biopsies are mandatory. Further 
prospective clinical studies are needed to 
validate the method and long-term cancer 
control. 

POD-06.03 

Transmesocolic Pyeloplasty: 

Single Centre Experience 
Chiruvella M, Babu S, Reddy V 
Yashoda Hospital, Hyderabad, India 

Introduction and Objective: Lapa¬ 
roscopic pyeloplasty as replaced open 
procedure for the treatment of UPJ Ob¬ 
struction. Left-sided laparoscopic pyelo¬ 
plasty requires extensive mobilization of 
descending colon in order to expose the 
UPJ. This maneuver adds to increased 
morbidity and duration of surgery. Identi¬ 
fication and mobilization of UPJ through 
a small mesocolic window definitely 
decreases both of them. We present our 
experience with this procedure. 

Materials and Methods: A total of 
132 laparoscopic pyeloplasties were 
performed between 2004 to date. The 
distribution was 70 left sided vs 54 on 
the right side and 8 were pelvic kidneys. 
The age varied from 3 years to 62 years. 
Transmesocolic pyeloplasty was per¬ 
formed on 38 (40) occasions. Patients 
with thin mesocolon, well-identifiable 
pelvis and ureter thorough mesocolon, 
colon tucked away laterally and no major 
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mesocolic vessels hindering anastomosis 
were selected for transmesocolic proce¬ 
dure. Patients with a lot of fat in the me¬ 
socolon, cephaladly placed renal pelvis, 
associated renal calculi, over hanging 
colon and obstructing mesocolic vessels 
were done the traditional way. Standard 
lateral position and three-port approach 
was selected in all. Pelvis UPJ and up¬ 
per ureter were mobilized through a 
mesocolic window. Lower polar vessels 
if encountered were transposed poste¬ 
riorly. Anastomosis was performed with 
either 4 O or 5 O vicryl sutures. Double J 
stent was placed will anti grade fashion. 
Mesocolic rent was closed with a tube 
drain. Stent removal was performed three 
weeks postoperatively. 

Results: All procedures were uneventful. 
Transmesocolic anastomosis was possible 
in 38 of 40 cases attempted. Conversion 
into the traditional way was required in 
two cases in view of difficulty encoun¬ 
tered with mesocolic vessels. One pa¬ 
tient required re-positioning of DJ stent 
ureteroscopically. One patient required 
re-insertion of DJ stent two months 
postoperatively for obstructed drainage. 
Duration of procedure in transmesocolic 
pyeloplasty was shorter by an average of 
35 minutes when compared to the tra¬ 
ditional way. Duration of postoperative 
ileus was much shorter. 

Conclusions: Transmesocolic pyeloplasty 
is an excellent procedure to correct left 
sided UPJ obstruction in selected cases. It 
significantly decreases the operating time 
and morbidity. It is quite safe in selected 
cases and expert hands. 

POD-06.04 

Robotic Assisted Partial Nephrectomy 
in Patients without Hilar Clamping: 

A Multi-Institutional Study 
Kaczmarek B 1 , Kaouk J 2 , Bhayani S 3 , 

Allaf M 4 , Stifelman M 5 , Tanagho Y 3 , Hillyer 
S 2 , Mullins J 4 , Rogers C 1 
‘Vattikuti Urology Institute, Henry Ford 
Hospital, Detroit, USA; 2 Glickman Uro¬ 
logical and Kidney Institute, Cleveland 
Clinic, Cleveland, USA; Washington 
University School of Medicine, St. Lotus, 
USA; 4 Brady Urological Institute, Johns 
Hopkins Hospital, Baltimore, USA; 5 New 
York University, Langone Medical Center, 
New York, USA 

Introduction and Objective: Ongoing 
efforts are focused on minimizing or 
eliminating renal ischemia during robot- 
assisted partial nephrectomy (RPN). We 
evaluate the outcomes of RPN without 
hilar clamping using data from a large 
multi-center series. 


Materials and Methods: We performed 
a multi-institutional analysis of pro¬ 
spectively maintained databases of RPN 
performed by high-volume surgeons 
across 5 academic institutions. Our series 
combined operative data of 886 RPN col¬ 
lected between 2007 and 2011. A total of 
66 patients who underwent RPN without 
hilar clamping were identified and retro¬ 
spectively analyzed. Patient demograph¬ 
ics, perioperative, functional, and early 
oncological outcomes of RPN without 
hilar clamping were assessed. 

Results: Mean patient age was 60 years 
(18-88). Mean Charlson Comorbidity 
Index was 3-5 (SD=1.99) and mean ASA 
score was 2.5 (SD=0.68). Mean tumor 
size was 2.5 cm (range 0.7-11) and eight 
patients (12%) had tumors over 4cm 
in size. Mean nephrometry score was 
5.3 (range 4-10) with 30 tumors (45%) 
>50% exophytic and 45 (68%) tumors 
in a polar location. Indications for an 
off-clamp approach included eGFR<60 
in 13 patients (20%), solitary kidney in 4 
patients (6%), and multiple or bilateral 
tumors in 2 patients (3%). Perioperative 
outcomes included a median blood loss 
of 150 ml (IQR 50-300), mean operative 
time 157min (range 59-267), and hospital 
stay of 2 days (SD 1.8). There were no 
intraoperative complications. There were 
8 postoperative Clavien I-II complications 
(12%) but no Clavien III-V complications. 
Preoperative mean eGFR was 81 (20-119). 
The mean postoperative change in eGFR 
was 0.4% and no patients required dialy¬ 
sis. Positive surgical margins occurred in 
two patients (3%). There were no disease 
recurrences at a mean follow-up of 21 
months. 

Conclusions: Off-clamp RPN is safe and 
feasible in appropriately selected patients 
and with surgeon experience. Off-clamp 
RPN may help optimize renal function by 
eliminating renal ischemia. This repre¬ 
sents the largest multi-institutional series 
in the literature regarding off-clamp RPN. 

POD-06.05 

Obturator Nerve Bloc to Prevent 
Adductor Contraction in 
Transurethral Bladder Surgery: 

The Suprapubic Technique 
Ammani A, Alami M, Qarro A, Bazine K, 
Assebane M, Najoui M, Samir J, Lezrek M 
Dept, of Urology, Moulay Ismail Military 
Hospital, Meknes, Morocco 

Introduction and Objective: To evaluate 
the efficacy of a new technique of supra¬ 
pubic obturator nerve block (ONB) in the 
prevention of obturator nerve reflex and 
leg jerking during transurethral resection 


of bladder tumors (TURBT) to prevent 
the risk of serious complications such as 
bladder wall perforation, vessel lacera¬ 
tion, incomplete tumor resection and 
obturator hematomas. 

Materials and Methods: From a total of 
187 patients with bladder tumors who 
underwent TURBT under spinal anesthe¬ 
sia, using monopolar cautery, between 
April 2009 and October 2011, 134 pre¬ 
sented violent adductor muscle spasms 
during resection and were managed by 
a suprapubic ONB with the injection of 
2% lidocaine. The site of injection was 
located between the upper edge of the 
pubic spine, the outer edge of the rectus 
muscle of the abdomen and the iliac ves¬ 
sels located by external pulses. There was 
7 to 10 ml of 2% lidocaine injected slowly 
through a needle inclined caudally at 30° 
to the abdominal wall with a completely 
empty urinary bladder to avoid bladder 
puncture and extravesical dissemination 
of tumoral cells. After 4 to 6 minutes to 
have the motor ONB installed, the TURB 
was than continued. The incidence of leg 
jerking was registered. 

Results: From a total of 134 patients 
who presented violent leg jerking dur¬ 
ing TURBT in our series, the suprapubic 
ONB with 2% lidocaine was effective in 
129 cases (96.26%). In the five failures of 
the suprapubic ONB, TURBT was incom¬ 
plete in two cases because of the high 
volume of the tumors and the obturator 
jerk reflex during the procedure. No 
case of bladder wall perforation or pelvic 
hematoma was deplored. 

Conclusions: Local blockade of the ob¬ 
turator nerve via a suprapubic way is an 
effective method to avoid its stimulation 
during TURBT. It can be performed easily, 
and we did not experience any serious 
complication. Compared to other meth¬ 
ods of local ONB (transvesical, transperi- 
neal), our technique allows blockade of 
the obturator nerve before its bifurcation 
and preserve the integrity of the bladder 
wall. 

POD-06.06 

Pure Transvaginal Natural Orifice 
Transluminal Endoscopic Surgery 
(NOTES) for Nephrectomy: 

Report of 10 Cases 

Zou X, Zhang G, Xiao R, Yuan Y, Wu G, 

Wang X, Long D, Yang J, Wu Y, Xue Y 

Dept, of Urology, First Affiliated Hospital 

of Gannan Medical University, Ganzhou, 

China 

Introduction and Objective: To 

describe the initial clinical experi¬ 
ence of pure transvaginal NOTES for 
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nephrectomy, and evaluate its feasibility. 
Materials and Methods: Between Janu¬ 
ary and December 2011, nine female 
patients with non-function kidney (right 
7, left 2), with a median age of 40.5 yeas 
(range 32 to 68), underwent pure trans- 
vaginal NOTES nephrectomy, and one 
female patient with right renal carcinoma 
underwent pure transvaginal NOTES 
radical nephrectomy. After induction of 
general anesthesia, the patients were 
positioned in lithotomy with ipsilateral 
lumbar at 30° angle to the operating 
table. The patient's head end was low¬ 
ered by 25° in order to keep the intestinal 
canal out of the pelvic cavity as possible. 

A 5-mm incision was made at the poste¬ 
rior vaginal fornix, and a 5mm Trocar was 
introduced into the pelvic cavity guided 
by a 5-mm forceps. A 5-mm flexible-tip 0° 
laparoscope was inserted into the pelvic 
cavity confirming no rectum injury. Then 
a Triport was introduced at the posterior 
vaginal fornix. The patients head end 
was raised by 25° with right lumbar at 
60° angle to the floor. Dissection was 
performed according to the method of 
the standard laparoscopic simple and 
radical nephrectomy. The intact specimen 
was extracted transvaginally. The pelvic 
cavity was drained by one tube brought 
out through vagina. The vaginal wound 
was closed under direct vision using a 2/0 
absorbable suture. 

Results All the procedures were success¬ 
fully completed. The median operative 
time was 200mins (range 170 to 330). 

The median estimated blood loss was 160 
ml (range 100 to 250). There were no 
intraoperative or postoperative complica¬ 
tions. The patients resumed ambulation 


on postoperative day 1. The patients 
resumed nutrition and the pelvic drain¬ 
age was removed on postoperative day 
2 to 3- The patients were discharged on 
postoperative day 6. 

Conclusions: Pure transvaginal NOTES 
for nephrectomy is feasible. This novel 
technique seeks to provide cosmetic 
result even when compared to today’s 
minimally invasive procedures. 

POD-06.07 

Transvaginal Natural Orifice 
Transluminal Endoscopic 
Surgery (NOTES) Nephrectomy: 

Our Experience 

Zou X, Zhang G, Xue Y, Yuan Y, Xiao R, 

Wu G, Wang X, Long D, Wu Y 

Dept, of Urology, First Affiliated Flospital 

of Gannan Medical University, Ganzhou, 

China 

Introduction and Objective: The fea¬ 
sibility of hybrid transvaginal natural 
orifice transluminal endoscopic surgery 
nephrectomy (HTNN) has already been 
demonstrated. However, pure trans¬ 
vaginal NOTES nephrectomy (PTNN) has 
been limited to animal experiments with 
only one report of its use in humans. We 
will describe our initial experience with 
the HTNN and stepwise transition toward 
PTNN in female patients. 

Materials and Methods: Between May 
2010 and January 2011, 40 HTNNs and 
2 PTNNs were performed in 42 patients 
in our center. In our initial 33 proce¬ 
dures, HTNNs were performed using a 
conventional 10-mm 30° laparoscope 
by vaginal access and the assistance of 
two additional umbilical trocars. In the 


subsequent 4 procedures, a 5-mm 0° flex¬ 
ible laparoscope was introduced through 
a umbilicial trocar and a TriPort was 
inserted through a transvaginal incision. 
In the latter 3 procedures, all the lapa¬ 
roscopic instruments were introduced 
through the transvaginal TriPort. How¬ 
ever, the 3 procedures were aborted due 
to the limitation of the length of laparo¬ 
scopic intruments. Transient umbilical 
assistance was necessary at the end of 
the procedures. In the last 2 procedures, 
two successful PTNN were performed 
using the extra-long curved laproscopic 
intruments. The standard laparoscopic 
transperitoneal nephrectomy technique 
was performed. The intact specimen was 
extracted transvaginally. 

Results: Thirty-nine HTNNs and 2 PTNNs 
clinical cases were successfully accom¬ 
plished. One patient with right renal car¬ 
cinoma, who underwent HTNN, was con¬ 
verted to open surgical approach because 
of uncontrolled bleeding for injury of the 
inferior vena cava. The mean operative 
time was 143 minutes (range 100 to 260). 
The mean estimated blood loss was 180 
mL (range 50 to 600). The mean time for 
patients to resume full ambulation and 
oral diet was 1.2 days (range 1 to 2) and 
2.4 days (range 2 to 3), respectively, and 
the mean postoperative hospitalization 
stay was 7.4 days (range 4 to 10). 
Conclusions: HTNN is a feasible and safe 
surgical option for both benign and ma¬ 
lignant diseases of the kidney in appro¬ 
priate female patients. PTNN is techni¬ 
cally challenging but may be feasibly and 
safely performed. Existing instruments 
need improving for the development of 
HTNN or PTNN. 
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Partial Nephrectomy for Tumors 
Over 4 cms: Oncological, Clinical 
Outcomes and Assessment of 
Complication Using a Graded Score 
Al-Zahrani A 1,2 , Yutkin V 1 , Autran A 1 , 
Izawa J 1 , ChinJ 1 , Barroso J 1 
1 Div. of Urology, Dept, of Surgery, 
University of Western Ontario, London, 
Canada; 2 Dept. of Urology Dammam 
University, Dammam, Saudi Arabia 

Introduction and Objective: The role 
of nephron-sparing surgery (NSS) is well 
established for Tla renal lesions (<4 cm). 
Renal tumor control achieved by NSS is 
equivalent to one achieved by Radical Ne¬ 
phrectomy (RN) in appropriately selected 
patients, offering the benefits of decreased 
renal insufficiency rate when compared to 
RN. Recent data for renal tumors > 4 cms 
have suggested that it might be possible to 
expand the indication of NSS, with com¬ 
parable oncological and clinical outcomes. 
However, NSS for tumors > 4 cms has 
been associated with a slightly higher rate 
of complications. The objective is to evalu¬ 
ate the oncological and clinical outcomes 
of NSS for renal tumor > 4 cms and to as¬ 
sess the complications based in a graded, 
validated and reproducible scoring system 
(Clavien score). 

Materials and Methods: After the ap¬ 
proval of the institutional ethic board, 
we retrospectively identified 214 patients 
who underwent NSS for renal tumors. 
Thirty-nine patients had tumors over 4 
cms. The study period was from 2002 
to 2009. Patients with metastasis at the 
time of diagnosis, follow-up less than 
6 months or with non sporadic tumors 
were excluded from the study. Continues 
and categorical variable were assessed 
with Mann-Whitney U test and chi-square 
test, respectively. Kaplan-Meier analysis 
was used to calculate the overall survival 
and cancer specific survival rate. The 
assessment of the complication was done 
using the Clavien score. 

Results: Forty-five tumors were identi¬ 
fied in 39 patients. The median age was 
61 years ± 1.7. Median tumor size was 
5.2 cms. The surgical indication was 
imperative in 7 patients (solitary kidney 
or contralateral atrophic kidney) and 
elective in 32 (82%). The final pathol¬ 
ogy report showed that 34 (81.2%) and 
5 (18.2%) tumors were malignant and 


benign, respectively. After a mean follow¬ 
up of 35.8 months (median 34 months), 
the overall survival rate was 89-7% while 
none had died from renal tumors. Tumor 
recurrence was detected in 2 patients 
(5.9%). There were 18 complications in 
14 patients (35.9%) and most of these 
complications were grade 1-2 (61.1%). 
Conclusions: NSS for tumors >4 cm is 
surgically feasible and has a good onco¬ 
logical outcome. Assessment of the peri¬ 
operative complications with the Clavien 
grading system showed that most of these 
events are minor in severity (Grade 1-2). 
Funding: None 

POD-07.02 

Open and Robotic Nephron- 
Sparing Surgery for Tib or 
Greater Renal Cell Carcinoma 
Singh A, Worthington J, Hunt S, 
Wheelock A, Galen N 
Dept, of Surgery, University of Tennessee 
Chattanooga, Chattanooga, USA 

Introduction and Objective: Nephron¬ 
sparing surgery for renal cell carcinoma 
(RCC) with tumor size greater than 4 
cm (Tib) is prevalent. Outcome data on 
robotic (RPN) versus open partial ne¬ 
phrectomy (OPN) has been reported. We 
report a single surgeon experience with 
RPN and OPN for Tib or greater RCC. 
Materials and Methods: Patients 
undergoing RPN and OPN for Tib or 
greater RCC between 2007 and 2012 are 
included. Demographics, operative, peri¬ 
operative, complications, and recurrence 
data were prospectively collected and 
analyzed. 

Results: Fifty-nine patients underwent 
partial nephrectomy for Tib or greater 
RCC. Twenty-one of these patients un¬ 
derwent RPN and 38 patients underwent 
OPN. Patient demographics, ASA, and 
BMI were similar for both groups. The 
average tumor size for the RPN and OPN 
group was 5.8 and 5.7 cm respectively. 
The two groups had a comparable mean 
operative times (RPN 152 minutes, OPN 
158 minutes, p=0.18). The average warm 
ischemia time for the RPN group was 
27 minutes. Seventeen OPN cases were 
performed without hilar clamping and 
21 cases required cold ischemia time 
with the average hilar clamping time of 
25 minutes. Estimated blood loss for 
both groups was comparable (RPN 347 
cc, OPN 289 cc) with a 21% transfusion 
rate. Length of stay (LOS) for RPN was 
significantly shorter than the OPN (2.5 
days vs 5.3 days p=0.003). There was no 
significant change in the preoperative, 
postoperative, and 3 month calculated 


GFR. RPN and OPN had similar com¬ 
plication rates. RPN had 2 cases of 
prolonged urine leak. OPN had 7 com¬ 
plications. Four cases of prolonged urine 
leak requiring stents, 2 wound infections 
requiring negative pressure dressing, and 
1 arteriovenous malformation requiring 
angioembolization. At average follow 
up of 24 months, there were no cases of 
local recurrence. One patient in the open 
group developed metastatic disease 18 
months post-surgery. 

Conclusions: OPN and RPN are effica¬ 
cious treatments for Tib or greater RCC 
with acceptable morbidity and recurrence 
risk in short term follow-up. Minimally 
invasive approach may lead to a shorter 
LOS and earlier convalescence. Larger 
studies with longer follow up are needed 
to support these early observations. 

POD-07.03 

External Validation and Comparison 
of Prognostic Models for Renal 
Cell Carcinoma Recurrence 
in a Japanese Population 
Namekawa T 1 , Utsumi T 1 , Ueda T 2 , 
Fukazawa S 2 , Komaru A 2 , Suyama T 1 , 
Imamoto T 1 , Nihei N 1 , Suzuki H 3 , 

Ichikawa T 1 

1 Dept. of Urology, Chiba University 
Graduate School of Medicine, Chiba, 
Japan, 2 Div. of Urology, Chiba Cancer 
Center, Chiba, Japan; 3 Dept. of Urology 
and Laparoscopic Surgery, Medical 
Center Sakura Hospital, Sakura, Japan 

Introduction and Objective: The aim 
of the present study is to compare the 
accuracy of three prognostic models in 
predicting recurrence-free survival among 
Japanese patients who underwent ne¬ 
phrectomy for non-metastatic renal cell 
carcinoma (RCC). 

Materials and Methods: Patients origi¬ 
nated from two centers: Chiba University 
Hospital (n = 152) and Chiba Cancer 
Center (n = 65). The following data 
were collected: age, sex, clinical pre¬ 
sentation, Eastern Cooperative Oncol¬ 
ogy Group performance status, surgical 
technique, 1997 tumor-node-metastasis 
stage, clinical and pathological tumor 
size, histological subtype, disease recur¬ 
rence, and progression. Three western 
models, including Yaycioglu's model, 
Cindolo’s model and Rattan’s nomogram, 
were used to predict recurrence-free 
survival. We externally validated the 
predictive accuracy of these models, 
which was assessed using the Harrell’s 
concordance-index. 

Results: The concordance-indexes were 
0.795 and 0.745 for Rattan’s nomogram, 
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P0D-07.03, Table 1. The concordance indexes 



Concordance-index (95% Cl) 


Chiba University Hospital 

Chiba Cancer Center 

Yaycioglu 

0.70 (0.59-0.81) 

0.63 (0.49-0.77) 

Cindolo 

0.70 (0.59 0.81) 

0.63 (0.49 0.77) 

Kattan 

0.80 (0.71 0.88) 

0.75 (0.62 0.88) 


0.700 and 0.634 for Yaycioglu's model, 
and 0.700 and 0.634 for Cindolo’s model, 
respectively (Table 1). The comparison 
of the c-index values at each institution 
showed a statistically significant differ¬ 
ence between Rattan’s nomogram and 
the other mathematical models (p < 
0.05). On the other hand, the c-index 
values were not signihcandy different 
between Yaycioglu’s model and Cindolo’s 
model. Furthermore, we confirmed 
that the constructed calibration plots of 
Kaftan's nomogram overestimated the 
predicted probability of recurrence-free 
survival after 5 years compared with the 
actual probability. 

Conclusions: While the current prog¬ 
nostic models for patients treated with 
nephrectomy for non-metastatic RCC 
were developed and validated based 
entirely on Western populations, there 
were no established prognostic models 
for Japanese patients. As a result, when 
we investigated the general applicability 
of the models for Japanese patients, Rat¬ 
tan’s nomogram was a powerful decision¬ 
making aid for Japanese patients under 
certain cautious condition. 

POD-07.04 

Long-Term Outcome of Surgical 
Resection for Local Recurrence 
Following Radical Nephrectomy 
Yang Y, Xiao Y, Jin J 
Peking University First Hospital and 
Institute of Urology, Beijing, China 

Introduction and Objective: Isolated 
local recurrence of renal cell carcinoma 
(RCC) is a rare occurrence. Maximal 
resection of the recurring lesion is con¬ 
sidered to be a feasible treatment. To 
characterize the long-term outcome of 
surgical extirpation for local recurrence 
after radical nephrectomy of RCC and 
identify prognostic factors for locally 
recurrent RCC. 

Materials and Methods: Peking Univer¬ 
sity First Flospital Urologic database was 


queried for all patients with isolated local 
recurrence following radical nephrecto¬ 
my for localized RCC. According to previ¬ 
ous literature, local recurrence included 
relapse in the renal fossa, ipsilateral adre¬ 
nal gland and ipsilateral retroperitoneal 
lymph nodes. Univariate and multivariate 
analyses of prognostic factors, including 
Fuhrman nuclear grade, tumor stage, 
primary tumor size, recurrence time and 
recurrence tumor size, on cancer specific 
survival rate were performed. Median fol¬ 
low-up was 62 months. All the data were 
analysed by SPSS19 0. Cancer-specific sur¬ 
vival and relapse patterns were estimated 
using the Raplan-Meier method. 

Results: In our institutional data¬ 
base, 1045 patients were treated with ne¬ 
phrectomy for localized RCC from 1994 
to 2011. With a median postoperative fol¬ 
low-up of 62 months( range 12-119), 15 
patients (1.44%) experienced local recur¬ 
rence, 9 of which were managed by sur¬ 
gical resection, the remaining 6 did not 
receive an operation. Patients received 
surgical resection had a 1-year cancer 
specific survival rate of 87%, compared to 
60% of the patients without receiving sur¬ 
gical treatment. Four-year cancer specific 
survival rate is 72% versus 30%.The me¬ 
dian survival time is 60 months versus 37 
months. The recurrence interval is 22.4 
months versus 37.1 months. The correla¬ 
tion analysis indicated that recurrence 
interval has positive correlation with 
Fuhrman nuclear grade of primary renal 
tumor (P<0.05) and primary tumor stage 
(p<0.05). There was signihcandy positive 
correlation among death and recurrent 
tumor size (p<0.05). 

Conclusions: Surgical resection for local 
recurrence of RCC in selected patients is 
a feasible management and may prolong 
the survival time. Fuhrman nuclear grade 
and tumor stage of primary renal tumor 
may have prognostic potential for tumor 
relapse. 


POD-07.05 

Results of a National Population- 
based Study of Outcomes of Surgery 
for Renal Tumours Associated with 
Inferior Vena Cava Thrombus 
Toren P 1 , Abouassaly R 2 , Alibhai S 3 , 
Timilshina N 1 , Rulkarni G 1 , Finelli A 1 
1 Dept. of Surgery, University of Toronto, 
University Health Network, Toronto, 
Canada; 2 Urological Institute, Case 
Western Reserve University, Cleveland, 
USA; 3 Dept. of Health Policy Management 
and Evaluation, University of Toronto, 
Toronto, Canada 

Introduction and Objective: In several 
major surgical procedures, an association 
with provider volume and outcomes has 
been seen, justifying a centralization of 
these procedures. Radical nephrectomy 
with removal of inferior vena cava (IVC) 
thrombus is a rare, but large and complex 
operation in urology. Using Canada-wide 
population based data, we determined to 
assess whether surgeon or hospital vol¬ 
ume had an effect on in-hospital mortal¬ 
ity or complications. 

Materials and Methods: The Canadian 
Institute for Health Information(CIHI) 
administrative codes were used to iden¬ 
tify all nephrectomies associated with an 
IVC thrombus performed in 9/10 provinc¬ 
es from 1998-2007. The CIHI discharge 
abstract database was used to determine 
in hospital mortality and complications 
for the hospital admission at time of sur¬ 
gery. Multivariate logistic regression anal¬ 
ysis (MVA) was performed to assess the 
impact of surgeon and hospital volume 
on in-hospital mortality and complica¬ 
tions, adjusting for age, sex, co-morbidity 
(using modified Charlson score), year of 
surgery, and region. 

Results: During the study period, 816 
radical nephrectomies associated with 
venous thrombus were performed on 
521 men and 295 women. The in-hospital 
mortality rate was 7%. Median length of 
stay was 10 days. Complications were 
noted in 633 patients (78%). Fifty-eight 
cases had cardiac bypass associated cases, 
and these had significantly higher in-hos¬ 
pital mortality (16%, p=0.01) and com¬ 
plications (93%, p=0.001). Age, co-mor¬ 
bidity and use of cardiac bypass were the 
strongest predictors of in hospital mortal¬ 
ity on MVA. MVA showed a non-significant 
trend to lower in-hospital mortality with 
higher surgeon and hospital volume. The 
effect of hospital and surgeon volume 
on all and surgical specific complications 
was mixed. 

Conclusions: Radical nephrectomy with 
associated IVC thrombus is a rare and 
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complex urologic procedure with signifi¬ 
cant complications and mortality. Age, co¬ 
morbidities and cardiac associated cases 
were the strongest predictors of early 
outcomes, while surgeon and hospital 
volume were not significant predictors. 

POD-07.06 

Impact of Maximum Standardized 
Uptake Value (SUVmax) Evaluated 
by 18-Fluoro-2-deoxy-D-glucose 
Positron Emission Tomography / 
Computed Tomography (18F-FDG- 
PET/CT) on Survival for Patients with 
Advanced Renal Cell Carcinoma 
Nakaigawa N 1 , Yao M 1 , Kubota Y 1 , 

Tateishi U 2 , Inoue T 2 , Kishida T 3 , Miura 
T 3 , Kobayashi K 4 , Ikeda I 5 , Ohgo Y' 

1 Dept. of Urology, Yokohama City 
University Graduate School of Medicine, 
Yokohama, Japan; 2 Dept. of Radiology, 
Yokohama City University Graduate 
School of Medicine, Yokohama, Japan; 
3 Dept. of Urology, Kanagawa Cancer 
Center, Yokohama, Japan; 4 Dept. of 
Urology, Yokosuka Kyosai Hospital, 
Yokosuka, Japan; s Dept. of Urology, 
Yokohama Minami Kyosai Hospital, 
Yokohama, Japan; 6 Dept. of Urology, 
Yokohama Sakae Kyosai Hospital, 
Yokohama, Japan 

Introduction and Objective: In this era 
of molecular targeting therapy when vari¬ 
ous systematic treatments can be select¬ 
ed, prognostic biomarkers are required 
for the purpose of risk-directed therapy 
selection. Numerous reports of various 
malignancies have revealed that 18-Fluo- 
ro-2-deoxy-D-glucose ( 18 F-FDG) accumu¬ 
lation, as evaluated by positron emission 
tomography, can be used to predict the 
prognosis of patients. The purpose of this 
study was to evaluate the impact of the 
maximum standardized uptake value (SU¬ 
Vmax) from 18-fluoro-2-deoxy-D-glucose 
positron emission tomography/computed 
tomography ( 1S F-FDG PET/CT) on sur¬ 
vival for patients with advanced renal cell 
carcinoma (RCC). 

Materials and Methods: A total of 67 
patients with advanced or metastatic RCC 
were enrolled in this study. The FDG up¬ 
take of all RCC lesions diagnosed by con¬ 
ventional CT was evaluated by 18 F-FDG 
PET/CT. The impact of SUVmax on pa¬ 
tient survival was analyzed prospectively. 
Results: The mean duration of observa¬ 
tion was 461 days (range, 7-1229 days). 
The SUVmax before treatment of 67 pa¬ 
tients ranged between undetectable level 
and 16.6 (mean 7.6±3.6). The patients 
with RCC showing high SUVmax before 
treatment demonstrated poor prognosis 


(PcO.OOl hazard ratio 1.289, 95% Cl 
1.161-1.430). The median survival time 
of 36 patients with RCC showing SUVmax 
less than 7.0 was 1229±991 days, that of 
21 patients with RCC showing SUVmax 
between 7.0 and 12.0 was 446±202 days, 
and that of 10 patients RCC showing SUV¬ 
max higher than 12.0 was 95±43 days 
(<7.0 vs. 7.0< < 12.0 f > =0.0052, 7.0< 
<12.0 vs. 12.0<:/ > =0.0169, log-rank 
test). SUVmax demonstrated a tendency 
to predict the survival compared with the 
Memorial Sloan-Kettering Cancer Center 
classification (P =0.015 vs 0.315, multi¬ 
variate Cox analyses). 

Conclusions: The survival of patients 
with advanced RCC can be predicted by 
evaluating their SUVmax using 18 F-FDG- 
PET/CT. 18 F-FDG-PET/CT has potency 
as an “imaging biomarker” to provide 
helpful information for the clinical 
decision-making. 

POD-07.07 

The Limited Value of Upper-Tract 
Urine Cytology for the Diagnosis of 
Upper Tract Urothelial Carcinoma 
Hayakawa N, Kikuchi E, Matsumoto K, 
Kouno H, Mizuno R, Nagata H, Asanuma 
H, MIyajima A, Nakagawa K, Oya M 
Dept, of Urology, Keio University School 
of Medicine, Tokyo, Japan 

Introduction and Objective: We evalu¬ 
ated the diagnostic efficacy of voided 
urine cytology (VC), retrograde pyeog- 
raphy (RP), upper-tract urine cytology 
(UTC), and multidetector computed 
tomography (MDCT) in the patients with 
upper tract urothelial carcinoma (UTUC) 
treated surgically. 

Materials and Methods: Between Janu¬ 
ary 2003 and April 2010, 99 patients (73 
male, 26 female) underwent radical 
nephroureterectomy for UTUC. All of 
them received preoperative VC, RP, UTC, 
and MDCT examination. We retrospec¬ 
tively evaluated the diagnostic accuracy 
and detection rate of UTUC using these 
diagnostic tools. 

Results: The patients with pelvic cancer 
were 56.5% and with ureteral cancer 
were 43.5%, respectively. On final pathol¬ 
ogy, 31.3 % of patients had non-muscle 
invasive disease (pTa, pTl) and 68.7% 
had invasive disease (spT2). Low-grade 
and high-grade cancers were present in 
25.3% and 74.7% of patients, respectively. 
Sixteen patients (16.2%) had positive 
VC before RP On RP abnormal find¬ 
ings which were filling defects, ureteral 
strictures, and/or hydronephrosis were 
observed in 90 patients (90.9%), and 
positive UTC during RP examination was 


found in 48 patients (48.5%). On MDCT, 
tumor foci of UTUC could be detected in 
90 patients (90.1%) and 7 patients (7.7%) 
had only abnormal signs of wall thicken¬ 
ing and/or hydronephrosis. On MDCT, 2 
patients had no remarkable finding on 
upper urinary tract which proved to be 
non-papillary tumor and carcinoma in 
situ in postoperative pathological exami¬ 
nation, but they had positive VC. We then 
evaluated the performance of diagnostic 
accuracy using VC, RP UTC, and MDCT 
examination. The false negative rate for 
the detection of UTUC was 6.1% using 
VC, RP and UTC examination. In con¬ 
trast no false negative case was observed 
using VC in combination with MDCT 
examination. 

Conclusions: Our results indicated UTC 
had limited value of diagnosis of UTUC 
because only half of the cases had posi¬ 
tive UTC. The combination examination 
of VC and MDCT is essential to identify 
UTUC preoperatively. 

POD-07.08 

Safety and Efficacy of Sorafenib 
in Japanese Patients with Renal 
Cell Carcinoma under Daily 
Medical Practice: Result from 
the Post-Marketing All-Patient 
Surveillance with >3200 Cases 
Adachi M 1 , Okayama Y 1 , Kubo T 2 , Akaza 
H 3 , Yamanaka S 2 

1 Oncology and Hematology, Medical 
Affairs, Bayer Yakuhin, Ltd., Osaka, 
Japan, 2 Pharmacovigilance, Medical 
Affairs, Bayer Yakuhin, Ltd., Osaka 
Japan; 3 Research Center For Advanced 
Science and Technology, The University 
of Tokyo, Tokyo, Japan 

Introduction and Objective: We re¬ 
port results of the safety and efficacy of 
sorafenib for the treatment of Japanese 
patients with RCC under daily medical 
practice. 

Materials and Methods: All Japanese 
patients with RCC who started treatment 
with sorafenib between Jan 2008 and 
Sep 2009 were enrolled in surveillance. 
Treatment status, metastasis, tumor as¬ 
sessment (at 1, 3, 6, 9 and 12 months), 
patient outcome, laboratory tests, and 
adverse events (AE) were monitored for 
12 months after starting treatment. 
Results: As of the interim cutoff date Jul 
2011, 2407 and 2345 patients were evalu¬ 
able for safety and efficacy, respectively. 
Patient backgrounds were; male (76%), 
median age 67, ECOG-PS 0 or 1 (94%), 
TNM stage IV (98%), prior surgery (83%), 
prior systemic/cytokine therapy (80/77%), 
clear cell histology (69%), metastasis 
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(98%) including lung (71%), lung only 
(26%) and bone (32%), MSKCC risk 
1999: low 16%; intermediate 58%; high 
5%; unknown 21%. Starting daily dose 
was 800 mg in 80%. Median duration 
of therapy and average daily dose were 
5.6 months and 525mg, respectively. 
Discontinuation due to AE occurred in 
40%, with hand-foot skin reaction (HFSR) 
as the most common reason. The most 
common adverse drug reactions (ADRs) 
were HFSR (57%), hypertension (34%), 
diarrhea (19%), alopecia (17%), blood 
amylase increased (14%), rash (14%), 
hepatic function abnormal (11%). Tim¬ 
ing of onset of ADRs was predominantly 
within 1 month of starting sorafenib with 
the exception of diarrhea. The response 
rate (based on the Japanese Urological 
Association’s rules) was 24%, while the 
disease control rate including no change 
was 76%. Median of time to response 
and duration of response were 53 days 
and 171 days, respectively. Median PFS 
was 197 days [95% Cl: 188-208 days], 
and median OS was not reached. OS at 
12 months was 69% [95% Cl: 66-71%]. 
Eighty-one percent of patients with lung 
only metastasis (n=606) and 64% of all 


other patients (n= 1687) were alive at 
one year. 

Conclusions: Sorafenib showed manage¬ 
able safety profile and favorable efficacy 
in Japanese patients with advanced RCC 
under daily medical practice. Final data 
with approximately 3200 patients will be 
presented. 

POD-07.09 

Underexpression of Tumor Suppressor 
LKB1 in Clear Cell Renal Cell 
Carcinoma is Common and Confers 
Growth Advantage in vitro and in vivo 
Pinthus J 1 , Beatty L 1 , Lhotak S 2 , Austin R 2 , 
Duivenvoorden W 1 
1 Dept. of Surgery, Div. of Urology, 
McMaster University, Hamilton, Canada; 
2 Dept. of Medicine, Div. of Nephrology 
McMaster University, Hamilton, Canada 

Introduction and Objective: Accumulat¬ 
ing evidence suggests that deregulation 
of energy-sensing pathways, a common 
feature of several hamartoma syndromes, 
closely associates with renal cell carci¬ 
noma (RCC) development. The metabolic 
regulation that coordinates the energy 
demands of a cancer cell with its energy¬ 
consuming malignant phenotype is 
largely controlled by AMPK via regulation 


of mTOR. Here we demonstrate that, 
reminiscent of Peutz-Jeghers hamartoma 
syndrome, most sporadic cases of clear 
cell RCC (ccRCC) underexpress liver 
kinase B1 (LKB1), the master regulator 
of AMPK. 

Results: At the transcript level, 10 out of 
10 ccRCC patients had reduced expres¬ 
sion of LKB1 in their tumor tissue as 
compared to the normal surrounding 
renal parenchyma. At the protein level, 
image analysis of a tissue microarray of 
201 ccRCC and 26 normal renal tissues 
stained for LKB1 revealed a significant re¬ 
duction in LKB1 expression in the tumor 
tissues. In vitro, lentiviral particle-medi¬ 
ated knockdown of LKB1 in human RCC 
cells (shLKBl) resulted in reduced AMPK 
signaling, increased cellular proliferation, 
invasion, migration and VEGF secre¬ 
tion compared to cells stably expressing 
control vector (shControl). In vivo, the 
take rate and growth of shLKBl RCC 
xenografts in nude mice was significantly 
higher than shControl xenografts. 
Conclusions: Collectively, these results 
indicate for the first time that LKB1 acts 
as a tumor suppressor in ccRCC and that 
loss of LKB1 expression is a common 
event in the disease. 
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Podium Session 8: Prostate 
Cancer Therapy 
Tuesday, October 2 
15:15-16:45 

POD-08.01 

Is Histopathology and Risk of 
Biochemical Failure Negatively 
Affected in Patients Eventually 
Undergoing Radical Prostatectomy 
Following Initial Active Surveillance? 
Thomsen F, Roder M, Berg K, Gruschy L, 
Hvarness H, Brasso K, Iversen P 
Dept, of Urology, Copenhagen University 
Hospital Rigshospitalet, Copenhagen, 
Denmark 

Introduction and Objective: Active 
surveillance (AS) remains controversial 
as an initial strategy for low-risk prostate 
cancer (PCa). In this study we A) investi¬ 
gated the probability of remaining on AS, 
and B) compared the outcome in terms 
of final histopathology in low-risk pa¬ 
tients who underwent radical prostatec¬ 
tomy after initial AS with a population of 
matched patients undergoing immediate 
RP after diagnosis. 

Materials and Methods: There were 353 
patients with biopsy Gleason score (bGS) 
£ 6, PSA < 10 and cT < 2b diagnosed in 
the period 1“ January 2001 - 31“ Decem¬ 
ber 2011 included. There were 201 pa¬ 
tients initially followed on AS. There were 
152 patients, matched to the AS patients 
by age, PSA, bGS, and cT-category at di¬ 
agnosis, who underwent RP immediately 
following diagnosis (the immediate RP 
cohort). 

Results: A: After a median follow-up of 
21 months, 32% (64/201) on AS left the 
protocolled programme. There were 53 
who met specified progression criteria 
and 11 left by own preference. The 5-year 
Kaplan-Meier estimated probability of 
remaining on AS was 56.7% (95% Cl: 
47.5:65.9). There were 56 patients who 
failed AS who underwent RP (the AS-RP 
cohort). The median time to RP was 14.5 
months after entry in AS. Two years after 
entry in AS, 21% (42/201) had undergone 
RP B: No statistically-significant differ¬ 
ence between the AS-RP and immediate 
RP cohorts’ final histopathology were 
found, a pT3 cancer was found in 11.2% 
of the immediate RP cohort vs. 19-7% 
in the AS-RP cohort. bGS was upgraded 
to s 7 in the RP specimen in 48.7% and 
58.9%, respectively. 

Conclusions: One in five patients with 
localized low-risk PCa who initially were 
followed in AS underwent RP within 2 
years. Their histopathology is of concern 


but comparable to that of matched pa¬ 
tients who underwent immediate RP 
However, this indirectly indicates that 
patients remaining on AS harbor tumors 
of similar characteristics. Acknowledging 
the lack of randomization and the conse¬ 
quent limitations of our study, our data 
strengthens the need for further studies 
to clarify the role of AS in the manage¬ 
ment of low-risk PCa. 

POD-08.02 

Positive Surgical Margins in Radical 
Prostatectomy for Localized Prostate 
Cancer: Is the Risk Increased 
by Nerve-Sparing Surgery? 

Roder M 1 , Thomsen F 1 , Christensen I 3 , 
Toft B 2 , Berg K 1 , Gruschy L 1 , Vainer B 2 , 
Brasso K 1 , Iversen P 1 
1 Urology Research Unit, Rigshospitalet, 
University of Copenhagen, Copenhagen, 
Denmark; 2 Dept. of Pathology, Rig¬ 
shospitalet, University of Copenhagen, 
Copenhagen, Denmark; 3 The Finsen 
Laboratory, Rigshospitalet, University of 
Copenhagen, Copenhagen, Denmark 

Introduction and Objective: A proper 
performed radical prostatectomy (RP) 
ensures complete surgical removal of in¬ 
traprostatic cancer tissue. Nerve-sparing 
(NS) technique is used to reduce the risk 
of erectile dysfunction. A positive surgical 
margin (PSM) is defined as the presence 
of tumor cells at the inked margin of 
resection in RP specimens. In principle, 
NS surgery will not increase the risk of 
PSM in truly organ confined prostate 
cancer (PCa). We have investigated how 
NS surgery affects the risk of PSM in a 
large cohort of patients with clinically 
localized PCa. 

Materials and Methods: The study in¬ 
cludes 1148 consecutive patients who un¬ 
derwent RP from 2006 to 2011. Patients 
and pathology specimens were handled 
according to standard protocols. Patients 
selected for NS surgery had biopsy Glea¬ 
son score £3+4, Tl-cT2a/b, PSA<10 ng/ 
ml and no positive apical biopsies. The 
location of PSM were categorized as api¬ 
cal (PSMs found exclusively at the apex) 
or non-apical (PSM found at all other 
locations). The primary endpoint of the 
study was to assess the impact of NS 
surgery on the odds for PSM. 

Results: The overall PSM rate in all 
patients (NS + non-NS) was 31.4%. 
Reflecting criteria for NS, significant dif¬ 
ferences in PSA, biopsy Gleason score, 
and cT-category were found in favor of 
the nerve-spared patients. In multivariate 
analysis, the odds of having PSM depend¬ 
ed on cT-category, PSA, percent positive 


cores of PCa in biopsies, and NS surgery. 
NS surgery independently increased the 
odds for PSM with 50% (odds ratio= 1.5, 
95% CL 1-2.1: p=0.03) compared to wide 
resection. NS surgery had no impact on 
the location of PSM. Robotic prostatec¬ 
tomy increased the odds for non-apical 
PSMs with 60%. 

Conclusions: Both preoperative and 
surgical parameters affect the odds of 
having PSM after RE It is of concern, that 
patients who undergo NS surgery during 
RP have at least the same or increased 
odds of PSM compared wide resection, 
even though they are carefully selected 
based on clinical, histopathological and 
biochemical parameters before surgery. 

POD-08.03 

Outcome Following Surveillance of 
Men with Screen-Detected Prostate 
Cancer: Results from the Goteborg 
Randomized Population-Based 
Prostate Cancer Screening Trial 
Hugosson J, Godtman R, Khatami A, 
Stranne J 

Dept of Urology, Sahlrenska University 
Hospital, Gotenburg, Sweden 

Introduction and Objective: Over¬ 
diagnosis and risk of over-treatment 
is a major drawback in screening for 
prostate-cancer. One strategy to avoid 
unnecessary over-treatment is managing 
patients with surveillance until signs of 
progression. This study was undertaken 
to assess outcomes following surveillance 
(S) of men with screen-detected prostate 
cancer (PC). 

Materials and Methods: Of the 968 men 
who were diagnosed with screen-detect¬ 
ed PC between 1995 and 2010 in the 
Goteborg randomized population-based 
prostate cancer screening trial, 439 were 
managed with S and were included in 
this study. They were followed at intervals 
of 3-12 months and were recommended 
to switch to deferred active treatment 
in case of a progression in PSA, grade 
or stage. Tumors were divided into risk 
groups (lowlow, low, intermediate, high 
and advanced) to investigate whether 
failure after S (PC death, progression to 
Ml, initiation of hormonal therapy or PSA 
recurrence after radical prostatectomy 
and/or radiation therapy) was associated 
with risk group and/or age at diagnosis. 
Results: Forty-five percent of all screen- 
detected PC were managed with S and 
lowlow-risk and low-risk PC constituted 
60% of all screen-detected PC. Median 
age at diagnosis was 65.4 years and 
median follow-up was 6.0 years from 
diagnosis. Thirty-seven percent (162/439) 


UROLOGY 80 (Supplement 3A), September 2012 


S25 



PODIUM SESSIONS 


switched from S to deferred active treat¬ 
ment and 39 men failed surveillance. The 
10-year treatment-free and failure-free 
survival figures were 45.4% and 86.4% 
respectively. Men with low-risk and inter¬ 
mediate + high-risk tumours had a haz¬ 
ard ratio for failure of 2.1 (p = 0.09) and 
3.6 (p <0.001) respectively, compared to 
lowlow-risk tumors. 

Conclusions: A large proportion of men 
with screen-detected PC can be man¬ 
aged with S. Surveillance appears safe 
for men with low-risk PC and may also 
be an alternative for selected men with 
intermediate-risk PC. 

POD-08.04 

Comparison of Preoperative 
and Real-Time Intraoperative 
Planning in 1251 Permanent 
Prostate Brachytherapy: Long-Term 
Clinical Biochemical Outcome 
Matzkin H 1 , Chen J 1 , German L 2 , 
Mabjeesh N 1 

1 Dept. of Urology, Tel Aviv Sourasky Med¬ 
ical Center, Sackler Faculty of Medicine, 
Tel Aviv, Israel; 2 Clalit Research Institute, 
Tel Aviv, Israel 

Introduction and Objective: To 
evaluate the long-term clinical outcome 
through biochemical no evidence of 
disease (bNED) rates among men with 
low to intermediate risk prostate cancer 
treated with two different 125 I brachy¬ 
therapy implant techniques: preoperative 
planning (PP) and real-time intraopera¬ 
tive planning (IoP). 

Materials and Methods: From June 
1998 to July 2011, 1176 men underwent 
transperineal ultrasound-guided prostate 
brachytherapy using either PP (132) or 
IoP (1044) for clinical Tlc-T2b adenocar¬ 
cinoma of the prostate Gleason less than 
8 and PSA less than 20 ng/ml. Men with 
Gleason 7 disease were treated by combi¬ 
nation therapy of brachytherapy, external 
beam radiation therapy and 6-month 
androgen deprivation therapy (ADT). 
Median age was 67 years and the median 
follow-up was 83 months for the PP 
group and 47 for the IoP one. Biochemi¬ 
cal failure was determined according to 
the Phoenix definition. 

Results: The 5- and 10-year actuarial 
biochemical control rate was 95% and 
85% respectively. The 10-year actuarial 
biochemical control was 59% for patients 
treated by PP technique and 95% for 
those treated with the IoP technique (P 
< 0.001). Comparing the 10-year bNED 
rates for the brachytherapy-monotherapy 
group, given to lower risk patients yield¬ 
ed 60% for the PP group and 94% for the 


IoP group (P < 0.001). Multivariate Cox 
regression analyses identified, implant 
technique or D90, ADT and PSA as inde¬ 
pendent prognostic factors for biochemi¬ 
cal failure. 

Conclusions: Following our previous 
published results addressing the lim¬ 
ited and disappointing outcomes of PP 
method when compared to IoP based on 
CT dosimetry and PSA kinetics, we now 
confirm the long-term clinical, PSA based 
bNED rates clear cut superiority of IoP 
implant methodology. In our practice 
the dynamic real time calculations result 
in an ideal dose distribution within the 
target volume and translate to excellent 
clinical outcome. 

POD-08.05 

Active Surveillance for Patients 
with Low-Risk Prostate Cancer: 

How Does PSA Doubling Time 
Affect the Risk of Histo-Pathological 
Progression at Re-Biopsy? 

Thomsen F, Roder M, Hvarness H, 
Iversen R Brasso K 

Dept, of Urology, Copenhagen University 
Hospital, Rigshospitalet, Copenhagen, 
Denmark 

Introduction and Objective: A short 
PSA doubling time (PSAdt) is a progres¬ 
sion criterion for prostate cancer (PCa) 
patients on active surveillance (AS) while 
long and/or negative PSAdt is believed to 
be reflecting slow progression and indo¬ 
lent disease. We wanted to investigate the 
risk of histo-pathological progression at 
re-biopsy in patients on AS stratified by 
whether PSAdt after one year (median 
5 PSA measurements) was positive or 
negative. 


Materials and Methods: Patients with 
low-risk PCa were prospectively followed 
on AS. Patients eligible for AS at our in¬ 
stitution were patients with biopsy Glea¬ 
son score ‘ 6, PSA < 10, cT < 2a, < 50% 
tumor in any one core and < 3 positive 
cores. A few patien ts with worse diagnos¬ 
tic characteristics were included in the 
study. Patients were followed with digi¬ 
tal rectal examination and PSA every 
three months and re-biopsied after one 
year of observation. Histo-pathological 
progression on re-biopsy was recorded, if 
either Gleason score a 3+4 or the num¬ 
ber of positive cores increased > 3. 
Results: Of the 156 patients included, 

84 had a positive PSAdt while 72 patients 
had a negative PSAdt during the first year 
on AS. No statistical difference between 
the two groups’ baseline data was found. 
There were 131/156 (84%) who had a 
re-biopsy where 31/131 (24%) had histo- 
pathological progression, see figure. The 
estimated 5-year probability of remaining 
on AS was 58.1% (95% CL 50.0;70.2) in 
patients with positive PSAdt(lyr) com¬ 
pared to 62.5% (95% CL 48.7;76.3) for 
those with a negative PSADT(lyr) (P= 
0.23). 

Conclusions: Patients with negative 
PSAdt(lyr) seems to have the same 
risk of histo-pathological progression 
and AS failure as patients with positive 
PSAdt(lyr). Our results support the use 
of re-biopsy with regular intervals in PCa 
patients managed with AS. 


P0D-08.05, Figure 1. 
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POD-08.06 

Is Pelvic Lymph Node Dissection 
Needed for Low-Risk Prostate 
Cancer at Radical Prostatectomy? 
Mitsuzuka K 1 , Kaiho Y 1 , Narita S 2 , Koie 
T 3 , Kawamura S 4 , Tochigi T 4 , Habuchi T 2 , 
Ohyama C 3 , Arai Y 1 
‘Dept, of Urology, Tohoku University 
Graduate School of Medicine, Sendai, 
Japan; 2 Dept. of Urology, Akita 
University Graduate School of Medicine, 
Akita, Japan; 3 Dept, of Urology, Hirosaki 
University Graduate School of Medicine, 
Hirosaki, Japan; ‘‘Dept, of Urology, 
Miyagi Cancer Center, Natori, Japan 

Introduction and Objective: To deter¬ 
mine the necessity of pelvic lymph node 
dissection (PLND) for low-risk prostate 
cancer at radical prostatectomy, we com¬ 
pared patients with low-risk disease who 
underwent PLND with those who did 
not undergo PLND at the time of radical 
prostatectomy. 

Materials and Methods: Medical records 
for 1,268 consecutive patients undergo¬ 
ing open retropubic radical prostatecto¬ 
my between January 2000 and December 
2009 who had not undergone neoad¬ 
juvant therapy were retrospectively re¬ 
viewed. The low-risk subgroup (n=222; 
prostate-specific antigen (PSA), >10 ng/ 
ml, biopsy Gleason score (GS) <6, clinical 
Tic or T2a) were classified according to 
whether they underwent PLND (PLND 
group, n=l47) or did not (no-PLND 
group, n=75). Frequency of lymph node 
metastases in the PLND group, 5-year PSA 
recurrence-free survival in both groups 


and operative morbidities in both groups 
were analyzed. 

Results: The PLND group was likely to 
be older and show clinical T2a. Lymph 
node metastasis was detected in only one 
case from the PLND group (0.7%). With 
a median follow-up of 26 months for the 
no-PLND and 60 months for the PLND 
group, 5-year PSA recurrence-free survival 
rates were 87.1% and 87.6%, respectively 
(P=0.65, log-rank). Operative time, blood 
loss, Clavien classification and lymphatic 
morbidities did not differ significantly 
between the groups. 

Conclusions: PLND can be spared at 
radical prostatectomy for low risk dis¬ 
ease, since its diagnostic and therapeutic 
value is poor. 

POD-08.07 

Transrectal HIFU for the 
Treatment of Localized Prostate 
Cancer: 13-Year Experience 
Uchida T 1 , Kim H 1 , Shoji S 1 , Nagata Y 1 , 
Terachi T 2 

‘Tokai University Hachioji Hospital, 
Hachioji, Japan; 2 Tokai University, 

School of Medicine, Isehara, Japan 

Introduction and Objective: We report 
on 13 years’ experience of high-intensity 
focused ultrasound (HIFU) in the treat¬ 
ment of localized prostate cancer. 
Materials and Methods: Eight hundred 
and eighty-four men with stage Tlc- 
T3N0M0 prostate cancer treated with 
Sonablate® (SB) devices between 1999 and 
2010 were included. All patients were fol¬ 
lowed for more than 2 years. The patients 
were divided into three groups: in the 
first group, 418 patients were treated with 
SB200 and 500 from 1999 to 2006; in the 


second group, 262 patients were treated 
with SB 500 ver. 4 from 2005 to 2009; in 
the third group, 204 patients were treated 
with SB 500 TCM from 2007 up to present. 
Biochemical failure was defined according 
to the Phoenix definition (PSA nadir + 2 
ng/ml). 

Results: The mean age, PSA, Gleason 
score, operation time, and follow-up pe¬ 
riod in each group were 68, 66 and 67 
years, 11.2, 9.7 and 9-2 ng/ml, 6.2, 6.6 and 
6.7, 167, 101 and 106 min, and 56, 48 and 
36 months, respectively. The biochemical 
disease-free rate (bDFR) in each group at 5 
years was, respectively, 54%, 62% and 83%, 
and was 50% at 10 years in the first group 
(p<0.0001). The bDFR in patients in the 
low-, intermediate-, and high-risk groups in 
all patients at 10 years were 71% and 58%, 
44%, respectively (p<0.0001). The BDFR 
in patients in the low-, intermediate-, 
and high-risk groups in the SB500 TCM 
group at 5 years were 97%, 83%, and 73% 
(p=0.0040). The negative prostate biopsy 
rates in 3 groups were 82%, 92% and 88%, 
respectively. As post HIFU complications, 
urethral stricture, acute epididymitis and 
urinary incontinence were noted in 17.4%, 
5.6% and 1.9%, respectively. Rectourethral 
fistula was occurred in 0.5% in the first 
HIFU and 3.2% in repeat HIFU cases, Post¬ 
operative erectile dysfunction was noted in 
27% of patients at 2 years after HIFU. 
Conclusions: HIFU therapy appears to be 
minimally invasive, efficacious, and safe 
for patients with localized prostate cancer. 
Technological advances as well as cultural 
and economic vectors have caused a shift 
from to minimally invasive techniques. 


P0D-08.06, Table 1. 
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75 

147 
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S urgical outcomes available (n) 

42 

22 

p 

Median age (years) 

63 

67 

<0.01 

Median operative time (min) 

234 

239 

0.33 

Median PSA (ng/ml) 

5.9 

6.4 

0.15 

Median blood loss (ml) 

990 

983 

0.36 

Cinical T 




Nerve sparing 



0.03 

cTlc 

54.7% 

70.1% 

<0.01 

none 

0.0% 

4.5% 


cT2a 

45.3% 

29.9% 


unilateral 

7.1% 

27.3% 


Final Gleason score 



0.04 

bilateral 

92.9% 

68.2% 


<6 

45.3% 

28.6% 


Clavien classification 



0.38 

7 

48.0% 

61.2% 


1 or 2 

26.2% 

22.7% 


>8 

6.7% 

10.2% 


3 

7.1% 

0.0% 


Positive surgical margin 

9.3% 

19.0% 

0.05 

Lyphatic morbidities 



0.64 

SV invasion 

1.3% 

1.4% 

0.99 

1 or 2 

2.4% 

4.5% 


Lypmh node involvement 

n.a. 

0.7% 


3 

0.0% 

0.0% 


5-year PSA recurrence-free survival 

87.1% 

87.6% 

0.65 (tog rank) 
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POD-08.08 

Expansion of Lymph Node 
Dissection Can Enhance Survival 
in Patients with Intermediate 
and High Risk Prostate Cancer 

Alekseev B, Nyushko K, Vorobyev N, 
Kalpinskiy A, Golovaschenko M, Frank G, 
Andreeva Y, Krasheninnikov A, Chissov V 
Moscow Hertzen Oncology Institute, 
Moscow, Russia 

Introduction and Objective: The aim 
of our study was to evaluate biochemical 
progression-free survival (PFS) in inter¬ 
mediate and high risk prostate cancer 
(PC) patients who had undergone radical 
prostatectomy (RPE) and PLND. 
Materials and Methods: Retrospective 
analysis of database from 595 patients 
after RPE and PLND since 2006 till 2011 
in our institution was performed. There 
were 288 consecutive patients with in¬ 
termediate and high risk PC (PSA>10 ng/ 
ml, clinical stage >T2b, biopsy Gleason 
score &7, percentage of positive bi¬ 
opsy cores 2 50%) included for analysis. 


According to anatomical regions of PLND 
performed, patients were divided in to 3 
groups: standard PLND was performed 
in 39 (13.5%) patients; extended PLND 
(E-PLND) in 137 (47.6%) and super ex¬ 
tended PLND (SE-PLND) in 112 (38.9%) 
patients. LN metastases were verified 
in 2 (5.1%), 26 (18.9%) and 38 (33.9%) 
patients respectively (p=0.003). Patients 
with LN metastases were excluded from 
the further survival analysis. Mean num¬ 
ber of LN removed was 13-6±6.9 (4-31); 
23.3±7.2 (12-56) and29.1±7.9 (15-52) 
respectively (p<0.0001); mean PSA level 
was 11.1±5.6 ng/ml; 13.7±9.3 ng/ml and 
16.4± 10.6 ng/ml respectively (p=0.04); 
mean percentage of positive biopsy 
cores was 43.4±27.5%; 47.2±23.9% and 
55.2±27.3% respectively (p=0.05). Biop¬ 
sy Gleason score was significantly more 
favorable in S-PLND group of patients 
(p=0.0002). Biochemical recurrence was 
assessed as elevation of PSA>0.2 ng/ml 
on three consecutive measurements. 
Results: Median follow up time was 


25 months (3-72 months). During this 
period biochemical recurrences were 
observed in 10(27%) patients in S-PLND 
group, in 13(11.7%) patients in E-PLND 
and in 8(10.8%) patients in SE-PLND 
group. Cumulative 3-year PFS rate was 
64.6±10.1% for patients in S-PLND 
group, 84.4±7.7% in E-PLND group 
and 81.49±9-9% in SE-PLND group 
(p=0.035). More extended PLND with 
removing >20 LN was associated with 
significantly increasing PFS rates. Com¬ 
paring cumulative 38-month PFS in sub¬ 
group of patients with <10 and >20 LN 
removed PFS rates were 36.9% and 76.5% 
respectively (p=0.003). 

Conclusions: E-PLND and SE-PLND are 
more accurate for LN staging in PC pa¬ 
tients. S-PLND is associated with worse 
survival and should not be performed in 
cases of intermediate and high risk PC. 
Extensive E-PLND and SE-PLND with re¬ 
moving >20 LN could be recommended 
in this group of patients to achieve better 
PFS. 
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Podium Session 9: Prostate 
Cancer Therapy 
Wednesday, October 3 
13:15-14:45 

POD-09-01 

Safety and Efficacy of the 
Investigational Agent Orteronel 
(TAK-700) Without Prednisone 
in Nonmetastatic Castration- 
Resistant Prostate Cancer (nmCRPC) 
Patients with Rising Prostate- 
Specific Antigen (PSA): Updated 
Results from a Phase 2 Study 
Hussain M 1 , Com P 2 , Michaelson D 3 , 
Hammers H 4 , Alumkal J 5 , Ryan C 6 , Bruce 
J 7 , Moran S 8 , Lee S s , Borgstein N 8 , Webb 
I 8 , Mortimer P 9 , George D 10 
1 University of Michigan Comprehensive 
Cancer Center, Ann Arbor, USA; 2 MD 
Anderson Cancer Center, Houston, USA; 
Massachusetts General Hospital Cancer 
Center, Boston, USA; 4 Sidney Kimmel 
Comprehensive Cancer Center, Balti¬ 
more, USA; s Oregon Health & Science 
University, Portland, USA; 6 UCSF Helen 
Diller Family Comprehensive Cancer 
Center, San Francisco, USA; 7 University of 
Wisconsin Carbone Cancer Center, Madi¬ 
son, USA; Millennium Pharmaceuticals, 
Inc., Cambridge, USA; 9 Takeda Global 
Research & Development Centre (Europe) 
Ltd., London, UK; 10 Duke University 
Medical Center, Durham, USA 

Introduction and Objective: Orteronel 
is an investigational, oral, non-steroidal, 
selective 17,20-lyase inhibitor that sup¬ 
presses androgen production. Orteronel 
has less effect on cortisol synthesis than 
similar agents due to limited inhibition of 
17a-hydroxylase, thus potentially allow¬ 
ing for steroid-free dosing. Orteronel 300 
mg BID was examined in patients with 
nmCRPC and rising PSA. 

Materials and Methods: Eligible patients 
had nmCRPC with PSA >2ng/mL (PSA 
Sng ml. if doubling time >8 months), 
and surgical/medical castration, with tes¬ 
tosterone < 50ng/dL. Prior chemotherapy, 
ketoconazole, or concomitant corticoste¬ 
roids were excluded. Patients received 
orteronel 300 mg BID and continued 
treatment without steroids until PSA 
progression, metastases, or unacceptable 
toxicity. The primary endpoint was the 
percentage of patients achieving a PSA 
level <0.2ng/mL after 3 months. Second¬ 
ary/exploratory endpoints included safety, 
PSA declines of 50%, 90%, time to metas¬ 


tases, changes in endocrine markers, and 
circulating tumor cells (CTCs). 

Results: There were 39 patients en¬ 
rolled: median age 71 years, ECOG PS si, 
median PSA 12.1ng/mL (range 2.6-67.8), 
testosterone 7.9ng/dL (1.4-17.3), ACTH 
19ng/L (n=33; 0-47). Median cycles=6 
(1-17); 3 patients had a dose reduc¬ 
tion and 8 discontinued due to adverse 
events (AEs). There were 16 patients 
(drug-related=14) who had Gr>3 AEs; 
Gr>3 AEs observed in >5% were hyper¬ 
tension (13%), dyspnea (8%), fatigue, 
hypokalemia, pneumonitis (5% each). No 
patient required corticosteroids for min- 
eralocorticoid syndrome. At 3 months, 6 
patients (16%) achieved PSA <0.2ng/ml.; 
PSA50 and PSA90 rates were 76% and 
32%, respectively; median PSA declined 
by 83% (n=34); median testosterone 
declined by 89% to 0.78ng/dL (n=31), 
and median ACTH increased by 171% to 
43ng/L; median cortisol declined by 21%. 
At 6 months, PSA50 and PSA90 rates were 
45% and 21%, respectively. Kaplan-Meier 
estimate of median time to PSA progres¬ 
sion was 14.8 months; 97% of patients 
were free from metastases at 6 months 
(17/39 were treated >6 months). Seven 
patients had >1 baseline CTC/7.5mL; 1 
patient with a CTC count >5 converted 
to <5/7.5mL; 6 had 1-4 baseline CTCs; 
none converted to a 5 during treatment. 
Conclusions: Orteronel without steroids 
produces marked and durable declines 
in PSA and testosterone, has manageable 
toxicities, and is feasible in patients with 
nmCRPC. 

POD-0902 

Immunohistochemical Expression 
of BRCA1 and Prostate Cancer 
Progression in a Large Radical 
Prostatectomy Cohort 
Zareba P\ Pettersson A 2 , Gerke T 2 , 
Fiorentino M 3 4 , Flavin R 3 , Rider J 3,5 , 
Giovannucci E 2 5 ' 6 , Finn S 3 , Loda M 3 7 , 
Mucci L 2 ' 5 

1 Div. of Urology, McMaster University, 
Hamilton, Canada; 2 Dept. of Epidemiol¬ 
ogy, Harvard School of Public Health, 
Boston, USA; 3 Dept. of Pathology, Dana- 
Farber Cancer Institute, Boston, USA; 

4 Pathology Unit, Addarii Institute, S. 
Orsola-Malpighi Hospital, Bologna, Italy; 
5 Channing Laboratory, Brigham and 
Women s Hospital, Boston, USA; 6 Dept. 
of Nutrition, Harvard School of Public 
Health, Boston, USA; 7 The Broad Insti¬ 
tute, Cambridge, USA 

Introduction and Objective: BRCA1 
encodes a tumor suppressor protein that 
plays an important role in DNA repair. 


Although BRCA1 mutations are known 
to promote carcinogenesis, the role of 
BRCA1 protein in prostate cancer pro¬ 
gression and survival is poorly under¬ 
stood. The objective of this study was to 
determine the association between tumor 
expression of BRCA1 protein and survival 
in men with prostate cancer. 

Materials and Methods: Immunohis¬ 
tochemical staining for BRCA1 protein 
was performed in archival tumor tissue 
from radical prostatectomy specimens 
of 589 men participating in the Health 
Professionals Follow-Up Study. BRCA1 
expression was graded as either present 
or absent by dedicated study patholo¬ 
gists. Tumor proliferation was assessed 
quantitatively using immunostaining for 
Ki67. Study participants were followed 
prospectively from the date of diagnosis 
until the development of distant metasta¬ 
ses or death through 2011. Proportional 
hazards regression was used to evaluate 
the association between BRCA1 expres¬ 
sion and lethal prostate cancer. 

Results: Immunohistochemical staining 
was positive for BRCA1 protein in 60 pa¬ 
tients (10.2%) .There was a strong correla¬ 
tion between BRCA1 expression status 
and Gleason grade, with BRCAl-positive 
tumors being of higher grade than 
BRCAl-negative tumors (p trend =0.01). 
Likewise, tumors expressing BRCA1 
exhibited a higher proliferative index 
(p trend =0.005). During a median follow¬ 
up time of 13-8 years, 58 men (11.0%) in 
the BRCAl-negative group and 14 men 
(23-3%) in the BRCAl-positive group 
developed metastases or died of prostate 
cancer-related causes. On unadjusted 
analyses, there was a strong positive 
association between BRCA1 protein ex¬ 
pression and risk of lethal prostate cancer 
(HR 2.26, 95% Cl 1.26-4.04,p=0.006). 
After adjusting for age at diagnosis and 
Gleason score, there remained a higher 
risk of lethal prostate cancer in BRCAl- 
positive tumors, although this association 
was not statistically significant (HR 1.68, 
95% Cl 0.93-3.02, js=0.08). This associa¬ 
tion was not significantly attenuated by 
further adjustment for Ki67 proliferative 
index. 

Conclusions: BRCA1 positive prostate 
tumors are characterized by dedifferen¬ 
tiation and a high proliferative index, 
and may be an independent predictor of 
cancer progression. The biological mech¬ 
anisms by which BRCA1 may promote 
tumor survival and the role of BRCA1 
expression in guiding therapy in patients 
with castrate-resistant prostate cancer 
deserve further study. 
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POD-09.03 

Does Private Health Insurance Status 
Affect the Pathological Outcomes 
in Patients Undergoing Radical 
Prostatectomy in the United Kingdom? 
Robinson S, Rao A, Motiwala H, Laniado 
M, Kalsi J, Karim O 
Wexham Park Hospital, Slough, UK 

Introduction and Objective: National 
Health Service provides a range of health 
services, the majority of which are free 
at the point of use to residents. Less 
than 12% of the British population has 
private health insurance. We analysed 
our hypothesis that patients with private 
health insurance with prostate cancer 
present with more favourable pathologi¬ 
cal outcomes. 

Materials and Methods: Data was 
analysed from 436 patients undergoing 
radical prostatectomy from 2002 - 2010. 
There were 328 patients under the NHS 
and 108 men had private health insur¬ 
ance. The two groups were compared 
for different variables including age, PSA, 
Gleason score, number of cores involved, 
maximum tumour length on biopsy core, 
imaging and pathological outcomes 
(Gleason score, tumour volume, positive 
margins, specimen weight, prostate gland 
volume). Statistical evaluations were car¬ 
ried out using Mann-Whitney U test and 
chi squared. 

Results: The patients with private health 
insurance presented at a younger age (63 
vs 61, p=0.008) and lower mean PSA (9.5 
vs 8.05, p=0.0005). However, there was 
no significant difference in Max % of core 
involved (45% vs 27%, p=0.27 (7mm 
v 4mm) or number of cores involved 
(4 v 4 P = 0.22). Staging investigations 
showed a significant difference (45% v 
77% P <0.001). There was no statistically 
significant difference of biopsy Gleason 
sum. Specimen weight showed barely a 
difference (53g v 60g P =0.038). Mean 
prostatic volume (42cc v 37cc P=0.0207.) 
Importantly there was significant differ¬ 
ence in the total tumour volume (8cc vs 
5cc, p=0.002). There was no statistically 
significant difference across the range 
of final Gleason sum or positive margin 
rate, although the invasion of the seminal 
vesicles was higher in the NHS patients 
(9% vs 1.8% P <0.025). 

Conclusions: Patients with private insur¬ 
ance were younger, had a lower present¬ 
ing PSA. There was significantly higher 
tumour volume and higher incidence of 
seminal vesical invasion in the NHS pa¬ 
tients. We have not yet seen a difference 
in BCR and CSS. Research needs to be 
carried out to explain these differences. 


In spite of uninhibited access to the NHS, 
insurance status did represent a factor in 
predicting final pathological outcomes 
after RRP 

POD-09-04 

MDV3100, an Androgen Receptor 
Signaling Inhibitor, Improves Overall 
Survival in Patients with Prostate 
Cancer Post Docetaxel: Results 
from the Phase 3 AFFIRM Study 
Mulders P\ Scher H 2 , Fizazi K 8 , Saad F 3 , 
Taplin M 4 , Sternberg C 5 , Miller K 6 , De Wit 
R 9 , Hirmand M 7 , Selby B 7 , De Bono J 10 , for 
the AFFIRM Investigators 
1 Radhoud University, Nijmegen Medical 
Centre, Nijmegen, The Netherlands; 
2 Memorial Sloan-Kettering Cancer Center, 
New York, USA; 3 University of Montreal 
Hospital Center, Montreal, Canada; 
4 Dana-Farber Cancer Institute, Boston, 

MA; 5 San Camillo Forlanini Hospitals, 
Rome, Italy; 6 Charite - Universitatsmedizin 
Berlin, Berlin, Germany; 7 Medivation, 

Inc., San Francisco, USA; 7 University of 
Paris Sud, Villejuif France; 9 Erasmus 
University Medical Center, Rotterdam, 

The Netherlands; 10 Institute of Cancer 
Research, London, UK 

Introduction and Objective: MDV3100, 
a novel androgen receptor signaling 
inhibitor (ARSI), competitively inhibits 
binding of androgens to the androgen 
receptor (AR), inhibits AR nuclear trans¬ 
location, and inhibits AR association with 
DNA (Tran et al, Science. 2009;324:787). 
MDV3100 was selected for development 
based on activity in prostate cancer cell 
model systems with overexpressed AR, 
and was found to be active in a Phase 1-2 
trial enrolling pre- and post-chemothera¬ 
py treated patients with progressive cas¬ 
tration resistant disease (CRPC) (Scher et 
al, Lancet. 2010:375:1437). The AFFIRM 
trial evaluated whether MDV3100 could 
prolong overall survival in patients with 
metastatic CRPC post docetaxel-based 
chemotherapy. 

Materials and Methods: In this 
randomized, double-blind, placebo- 
controlled, multinational Phase 3 study 
(NCT00974311), metastatic CRPC pa¬ 
tients who had received 2 regimens of 
chemotherapy, 1 with docetaxel, were 
randomized 2:1 to MDV3100 160 mg/ 
day or matching placebo. Treatment 
with corticosteroids was not required, 
but allowed. Patients were stratified by 
baseline Eastern Cooperative Oncology 
Group performance status and mean 
brief pain inventory score. The primary 
endpoint was overall survival. Secondary 
efficacy endpoints included radiographic 


progression-free survival, time to first 
skeletal-related event, time to prostate- 
specific antigen (PSA) progression. 
Results: There were 1,199 patients ran¬ 
domized between Sept 2009 and Nov 
2010. Based on a planned interim analy¬ 
sis at 520 death events, the Independent 
Data Monitoring Committee (IDMC) rec¬ 
ommended the study be halted and eli¬ 
gible placebo patients offered MDV3100 
due to a significant survival benefit. Pa¬ 
tients on MDV3100 had a median overall 
survival of 18.4 months, an increase of 
4.8 months compared to placebo (13-6 
months), P<0.()()()I, hazard ratio 0.631. 
All secondary endpoints were met, ad¬ 
ditional analyses are ongoing and results 
will be presented at the meeting includ¬ 
ing time to progression (radiographic 
and PSA) and safety. 

Conclusions: MDV3100, a novel ARSI, 
significantly improved overall survival in 
men with post-docetaxel CRPC reducing 
the risk of death by 37% compared to 
placebo. 

*Previoiisly presented at: American Soci¬ 
ety of Clinical Oncology Genitourinary 
Cancers Symposium, February 2, 2012, 
San Francisco, CA and European Asso¬ 
ciation of Urology, February 28, 2012, 
Paris, France. 

POD-0905 

PCA3 Molecular Urine Assay Pivotal 
U.S. Clinical Study Confirms Utility for 
Predicting Repeat Biopsy Outcome 
Groskopf J 1 , Ward J 2 , Hertzman B 3 , 

Bailen J 4 , Franco N 5 , Williams T 6 , Koziol 
I 7 , Henderson J 8 , Bidair M 9 , Gittelman M 10 
1 Gen-Probe Incorporated, San Diego, 

USA; 2 MD Anderson Cancer Center, 
Houston, USA; 3 TriState Urological 
Services, Cincinnati, USA; 4 Metropolitan 
Urology, Jeffersonville, USA; s Specialists 
In Urology, Naples, USA; 6 Florida Urology 
Specialists, Sarasota, USA; 7 Virginia 
Urology, Richmond, USA; s Regional 
Urology, Shreveport, USA; ''San Diego 
Clinical Trials, San Diego, USA; 10 South 
Florida Medical Research, Aventura, USA 

Introduction and Objective: The PCA3 
molecular urine assay has demonstrated 
utility to supplement existing methods 
for guiding repeat prostate biopsy (rBx) 
decisions. In this multi-center prospec¬ 
tive pivotal clinical study, we evaluated its 
clinical performance in men undergoing 
rBx. 

Materials and Methods: Subjects were 
enrolled from 14 community-based urol¬ 
ogy clinics, group health organizations 
and academic institutions. The study pop¬ 
ulation consisted of 466 men >50 years 
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of age who had a 1 prior negative pros¬ 
tate biopsy and were recommended for 
rBx. Urine samples were collected before 
biopsy, and PCA3 scores were determined 
using the PROGENSA® PCA3 assay. PCA3 
scores were correlated with rBx outcome. 
Multivariable logistic regression (LR) was 
performed with factors for PCA3 score, 
age, race, serum PSA level, DRE result, 
family history and number of previous 
negative biopsies. 

Results: Prostate cancer was diagnosed 
in 21.9% (102/466) of subjects. Men with 
PCA3 scores <25 were 4.6 times more 
likely to have a negative rBx than men 
with PCA3 Scores 225. At this cutoff, the 
NPV was 90% (table); 8 high grade (Glea¬ 
son sum >7) cancers would have been 
missed whereas 50% of rBx would have 
been avoided. The PCA3 score significant¬ 
ly increased the predictive accuracy of the 
LR model: at 90% sensitivity, addition of 
the PCA3 score to the LR model increased 
specificity by 22.6 (90% CL 9 0-33 1), 

PPV by 6.4 (2.8-9.6) and NPV by 7.1 (1.7- 
13-4) percentage points relative to the LR 
model without the PCA3 score. 


Conclusions: The clinical utility of the 
PROGENSA PCA3 assay for predicting rBx 
outcome was confirmed in a multi-center 
pivotal U S. clinical study. Lower PCA3 
scores were associated with a decreased 
likelihood of a positive rBx. The NPV was 
90% at a PCA3 score cutoff of 25; at this 
cutoff only 8 high-grade cancers would 
have been missed whereas 50% of rBx 
could have been avoided. 

POD-09-06 

Overall Survival Benefit with 
Sipuleucel-T by Baseline PSA: 

An Exploratory Analysis from 
the Phase 3 IMPACT Trial 
Shore N 1 , Chodak G 2 , Schellhammer P 3 , 
Whitmore J 4 , Sims R 4 , Kantoff P 5 
1 Carolina Urologic Research Center, 
Myrtle Beach, USA; 2 Weiss Memorial 
Hospital, Chicago, USA; 3 Eastern Virginia 
Medical School, Norfolk, USA; 4 Den- 
dreon, Seattle, USA; Harvard Medical 
School, Boston, USA 

Introduction and Objective: Sipuleucel- 
T is an autologous cellular immuno¬ 
therapy approved for the treatment of 
asymptomatic or minimally symptomatic 
metastatic castrate-resistant prostate 


cancer. In the pivotal phase 3 IMPACT tri¬ 
al (NCT00065442), sipuleucel-T showed 
a 22.5% reduction in risk of death vs the 
control group (hazard ratio [HR]=0.775 
[95% Cl 0.614, 0.979]; P=0.032). A pre¬ 
specified subgroup analysis for baseline 
prognostic variables showed homoge¬ 
neous treatment effects consistently fa¬ 
voring sipuleucel-T. In patients (pts) with 
baseline PSA below vs above the median, 
there was a trend toward greater treat¬ 
ment effect (HR=0.685 vs. 0.865). In this 
exploratory analysis, we further sub-di¬ 
vide baseline PSA into quartiles to evalu¬ 
ate potential treatment effect patterns. 
Materials and Methods: The analysis 
included all randomized pts from the 
IMPACT trial (N=512). Pts were catego¬ 
rized by baseline PSA quartile, as well as 
by median for other baseline prognostic 
variables (i.e., ECOG, LDH, PAR ALP in 
bone-only disease, and Hgb). Median 
overall survival (OS) was estimated using 
the Kaplan-Meier method. HR estimates 
were obtained from a Cox model. 
Results: The HRs suggest a consistent 
treatment effect in all subsets, although 


there is inadequate power to show 
significant results within each quartile. 
There was a trend toward an increased 
magnitude of treatment benefit in pts 
with a lower baseline PSA. The median 
OS for sipuleucel-T vs control in the 
lowest quartile was 41.3 vs. 28.3 months 
(HR=0.51[95% Cl 0.31, 0.85]). Results 
for other baseline prognostic variables 
also suggest a trend toward greater ben¬ 
efit in subjects with better prognostic 
features. However, results for baseline 
Hgb indicated an opposite trend. 
Conclusions: Although not adequately 
powered for significance, the results of 
this analysis support a consistent OS ben¬ 
efit with sipuleucel-T across PSA quartiles. 
The greater magnitude of benefit in pts 


with lower baseline PSA suggests that pts 
with less advanced disease may benefit 
more from treatment with sipuleucel-T. 

POD-0907 

ProDiet: The Feasibility of a 
Randomised Controlled Trial of 
Dietary Interventions for Men at 
Elevated Risk of Prostate Cancer 
Lane A 1 , Avery K 1 , Donovan J 1 , Macefield 
R 1 , Gillatt D 2 , Holly J 3 , Davey-Smith G 1 , 
Neal D 5 , Hamdy F 4 , Metcalfe C 1 
School of Social and Community 
Medicine, University of Bristol, Bristol, 
UK; 2 Dept. of Urology, North Bristol NHS 
Trust, Bristol, UK; 3 School of Clincial 
Scienes, North Bristol NHS Trust, 

Bristol, UK; 4 School of Surgical Sciences, 
University of Oxford, Oxford, UK; s Dept. 
of Oncology, Addenbroke 's Hospital, 
Cambridge, UK 

Introduction and Objective: Prostate 
specific antigen (PSA) testing identifies 
many men with elevated levels just below 
biopsy thresholds and others with nega¬ 
tive biopsies. However, these men are 
at increased risk of subsequent prostate 
cancer diagnosis. The ProDiet study 
aimed to establish the feasibility of utilis¬ 
ing dietary interventions in these men 
within a randomised trial. 

Materials and Methods: A total of 469 
men aged 50-69 years with PSA levels be¬ 
tween 2.0-2.95 ng/ml or a negative biopsy 
result were identified through communi¬ 
ty-based PSA testing in the ProtecT (Pros¬ 
tate cancer testing and Treatment) ran¬ 
domised trial of localised prostate cancer 
treatments (ISRCTN 20141297). Men 
were randomised to daily lycopene (44 to 
active lycopene, 44 to placebo capsules, 
45 to lycopene-rich diet) and green tea 
(45 to active supplement, 45 placebo cap¬ 
sules, 43 drink) in a 3x3 factorial design 
for 6 months. Men completed dietary re¬ 
cords (FFQ) and questionnaires at enrol¬ 
ment and 6 months after randomisation. 
Trial outcomes included recruitment, 
retention and adherence rates, PSA and 
serum levels of green tea and lycopene 
compounds at baseline and at 6 months. 


P0D-09.06, Table 1. 

Baseline PSA (ng/mL) 


<22.1 

>22.1-50.1 

>50.1-134.1 

>134.1 


(n=128) 

(n=128) 

(n=128) 

(n=128) 

Median OS, mos 

Sipuleucel-T 

41.3 

27.1 

20.4 

18.4 

Control 

28.3 

20.1 

15.0 

15.6 

Difference 

13.0 

7.1 

5.4 

2.8 

HR (95% Cl) 

0.51 (0.31,0.85) 

0.74 (0.47,1.17) 

0.81 (0.52,1.24) 

0.84 (0.55,1.29) 


P0D-09.05, Table 1. Performance characteristics of PCA3 at a cutoff of 25 (95% Cl) 


Sensitivity 

Specificity 

NPV 

PPV 

Odds ratio 

77.5% 

57.1% 

90.0% 

33.6% 

4.6 

(68.4-84.5) 

(52.0-62.1) 

(86.5-93.1) 

(30.0-37.2) 

(2.75-7.62) 
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20 participants were interviewed in a 
nested qualitative analysis. ProDiet trial 
ISRCTN 95931417. 

Results: A total of 133 men were ran¬ 
domised (28%) and 124 completed 
follow-up (93%) ■ Compliance with inter¬ 
ventions was high, 93/112 (83%) stated 
that they took all the capsules and 75/112 
(67%) adhered to the dietary options. In¬ 
terviews revealed that men regarded the 
interventions as ‘simple’ and straightfor¬ 
ward' with routines established around 
mealtimes to increase adherence. The 
interventions were palatable with few 
side effects, which were usually transient. 
There was little change in PSA levels over 
the six month study period. For example, 
with the green tea drink the mean PSA 
level at baseline was 3.84 ng/ml and 3-85 
ng/ml at follow-up; with the lycopene 
rich diet, 3.37 ng/ml at baseline and 3-42 
ng/ml at follow-up. Some men continued 
the interventions and most would con¬ 
sider participating in a longer trial. 
Conclusions: High adherence to multi¬ 
ple dietary interventions suggested that a 
definitive dietary prevention trial for men 
with an elevated risk of prostate cancer is 
both feasible and acceptable. 

POD-09-08 

Biochemical Outcome after 
Radical Prostatectomy for High- 
Risk Localized Prostate Cancer 
Roder M 1 , Berg K 1 , Christensen I 2 , 
Gruschy L 1 , Brasso K 1 , Iversen P 1 
1 Urology Research Unit, Rigshospitalet, 
University of Copenhagen, Copenhagen, 
Denmark; 2 The Pinsen Laboratory, 
Rigshospitalet, University of Copenhagen, 
Copenhagen Denmark 

Introduction and Objective: The op¬ 
timal therapeutic strategy for high-risk 
localized prostate cancer (PCa) is con¬ 
troversial. Supported by randomized 
trials, the combination of external beam 
radiation therapy (EBRT) and endocrine 
therapy (ET) is advocated by many, while 
radical prostatectomy (RP) is regarded as 
primary therapy by others. Depending 
upon outcome, an important argument 
for surgery is that successfully operated 
patients are spared the side effects of ET. 
We report the outcome for high-risk local¬ 
ized PCa patients treated with RP in our 
department. 


Materials and Methods: Of 1300 pa¬ 
tients that underwent RP, 231 were identi¬ 
fied as high-risk according to the D’Amico 
classification. Patients were followed for 
biochemical recurrence (BR) (defined as 
PSA>0.2 ng/ml), metastatic disease and 
survival. No patients received adjuvant 
therapy before BR was confirmed. Uni- 
and multivariate analysis was performed 
with Kaplan-Meier and Cox proportional 
hazard models. 

Results: Median follow-up was 4.4 years 
(range: 0.1-14.9). Survival estimates are 
presented in Table 1. In multivariate 
analysis extra capsular tumor growth, 
seminal vesicle invasion and young age 
were independently associated with 
higher risk of BR. 

Conclusions: Our results confirm that 
a significant proportion of patients with 
high-risk PCa remain biochemically dis¬ 
ease-free and without need for ET follow¬ 
ing RP as primary and only treatment. A 
large randomized study of RP as primary 
therapeutic strategy versus the combi¬ 
nation of EBRT and endocrine therapy 
in patients with high-risk localized PCa 
seems warranted. 


POD-0909 

Dietary and Lifestyle Factors and 
Risk of Progression in Contemporary 
Active Surveillance Patients 
Trock B 1 , Feng Z 1 , Landis P 1 , Shapiro D 1 , 
Epstein J 2 , Carter B 1 
1 Dept. of Urology, John Hopkins School 
of Medicine, Baltimore, USA; 2 Dept. 
of Pathology, Johns Hopkins School of 
Medicine, Baltimore, USA 

Introduction and Objective: Men di¬ 
agnosed with prostate cancer frequently 
change their diet or lifestyle in an effort 
to decrease their risk of developing ag¬ 
gressive disease. Men managed with 
active surveillance (AS) may feel a greater 
need to modify risk factors because their 
cancer is untreated. We evaluated the 


influence of diet and lifestyle on risk of 
prostate cancer biopsy progression in the 
largest prospective AS cohort in the US. 
Materials and Methods: Diet and life¬ 
style questionnaires were completed by 
AS participants at enrollment. Biopsy pro¬ 
gression was defined as Gleason score 7 
or higher, or increase in tumor volume at 
annual surveillance biopsy. We also evalu¬ 
ated progression indicated by upgrading 
only (Gleason >7). Analysis focused 
a priori on 38 nutrients/food groups, 9 
vitamin supplements, 7 medication vari¬ 
ables, and 2 lifestyle variables. Data were 
analyzed by Cox proportional hazards re¬ 
gression with results expressed as hazard 
ratio (HR) and 95% confidence interval 
(Cl); dietary variables were adjusted for 
calories by the residual method. 

Results: There were 736 men in the 
analysis, of whom 235 (32%) progressed. 
Median follow-up was 2.7 years. In multi- 
variable analyses, current cigarette smok¬ 
ers had significantly increased risk of 
biopsy progression (HR=2.6, p=0.004) 
(full model in TABLE). When biopsy 
progression was confined to Gleason 
upgrading, use of aspirin for 3 or more 


years prior to diagnosis was associated 
with a significant 50% decreased risk of 
upgrading, I IK=0.5, p=0.019. Diet vari¬ 
ables and supplements were not associ¬ 
ated with risk. 

Conclusions: Cigarette smoking was 
significantly associated with risk of pro¬ 
gression, and long-term use of aspirin 
prior to diagnosis was associated with de¬ 
creased risk of upgrading. These associa¬ 
tions have not previously been reported 
for progression of men in AS. Although 
these associations should be viewed with 
caution due to the large number of vari¬ 
ables tested, their potentially important 
impact on risk requires validation. 


P0D-09.08, Table 1. Estimates of survival after 10 years 


% survived 

95% Cl 

Biochemical recurrence-free survival: 

49% 

40-57% 

Metastasis-free survival 

81% 

76-92% 

Overall survival 

84% 

73-91% 

Cancer-specific survival 

90% 

79-95% 
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POD-10.01 

Effect of Alfuzosin in Preventing 
Double-J Stent Related Morbidity: 

A Prospective Randomized Study 
Khanna S, Mittal S, Saifee X Gupta M, 
Wadhwa S 

Sir Ganga Ram Hospital, New Delhi, 
India 

Introduction and Objective: Ureteral 
stents have been an important and indis¬ 
pensable urologic tool. Unfortunately, 
studies consistently show that many 
patients with a stent experience stent- 
related symptoms, of which the most 
common are flank pain, voiding symp¬ 
toms, infection, encrustation. In the pres¬ 
ent study we conducted a randomized 
controlled study to evaluate the effect 
of alfuzosin in improving symptoms and 
quality of life in patients with indwelled 
double-J ureteral stents using specific 
questionnaire. 

Materials and Methods: A total of 80 
patients undergoing Double-J stent place¬ 
ment following various urological pro¬ 
cedures were prospectively randomized 
into two groups. In group I, 40 patients 
were enrolled, who received alfuzosin. In 
group II, 40 patients were enrolled and 
they received a placebo. Pre-operative 
and operative parameters were noted 
and compared. At follow-up to assess the 
stent related morbidity all patients were 
asked to complete validated ureteral 
stent symptoms questionnaires (USSQ) 

3 days and 10 days after stent insertion 
and 1 week after stent removal. 

Results: The analysis of USSQ at post 
operative day 3 & 10 revealed significant 
difference in mean urinary symptoms’ 
index, pain index score between group 
1 & group 2 in favour of alfuzosin. Also 
patient receiving alfuzosin had their gen¬ 
eral health, work performance, quality of 
life better preserved. 

Conclusions: DJ-stent related morbid¬ 
ity impairs general health, work perfor¬ 
mance & QOL. Administration of selective 
alpha-1 blocker alfuzosin can improve a 
subset of stent-related urinary symptoms 
and quality of life effectively, and may be 
given in routine clinical practice. 

POD-10.02 

Value of the Spot Urine Sample 
for the Metabolic Evaluation 
of Urolithiasis Patients 
El Nashar A, Hussein A, Abu Almajd E, 


Ghobish A 

Suez Canal University, Ismailia, Egypt 

Introduction and Objective: To com¬ 
pare between spot urine sample and 
24-hours urine collection for the meta¬ 
bolic evaluation of urolithiasis patients 
and to study the variability of different 
urinary risk factors between the stone- 
formers and non-stone formers. 

Materials and Methods: Two groups, 58 
adult persons each were included in this 
study. Stone-formers (group 1) and non¬ 
stone formers group (group 2). Each one 
in both groups was subjected to clinical 
evaluation, laboratory investigations and 
radiological evaluation. For all, morning 
spot urine specimen and 24-hour urine 
collection was obtained at the outpatient 
clinic. Urinary risk factors (pH, creati¬ 
nine, citrate, oxalate, calcium, uric acid 
and magnesium) were tested in 24-hour 
and spot urine in both groups. 

Results: In group 1 43 (74.1%) males 
and 15 (25.9%) females were involved 
with the mean age of (42.52±10.699) 
years. While in group 2, 47 (81%) males 
and 11 (19%) females were involved with 
the mean age of (26.79±5.881) years. 
There was a significant difference be¬ 
tween the body mass index (BMI) of the 
stone formers (29-976±8.56) kg/m2 and 
the non-stone formers (27.159±4.453) 
kg/m2 (p<0.01). The mean urine volume 
of non-stone formers (2462±352.349) 
ml/day was significantly higher than that 
of stone-formers (1575.86±645.174) ml/ 
day (p <0.01). The pH of stone-formers 
was (5.77±0.67) and (5.75±0.6) in 
the 24-hour and spot-urine samples, 
respectively (p <0.01), while the pH of 
non-stone formers was (6.345±0.51) 
and (6.29±0.45) in the 24-hour and spot 
urine samples, respectively (p<0.01). 

In the stone-formers group, the mean 
excretion/day of calcium, oxalate, citrate, 
magnesium, was significantly higher in 
comparison to non-stone formers in both 
24-hours urine and spot urine samples. 
There was normal urate excretion in 
both groups (p <0.01). The mean cal¬ 
cium excretion/day in the stone-formers 
(331.75± 142.06) mg/day was significantly 
higher than that of non-stone formers 
(231-58±79-21) mg/day. The mean excre¬ 
tions of magnesium and citrate/day in the 
non-stone formers (127.89±24.84 and 
2209-86±363.22) mg/day, were signifi¬ 
cantly higher than that of the stone-form¬ 
ers (40.02±23.11 and 502.27±300.44) 
mg/day for magnesium and citrate respec¬ 
tively. Consecutive observations and cor¬ 
relation of creatinine-corrected uric acid, 
calcium, magnesium, citrate and oxalate 


showed similar pattern between spot and 
24-hours urine in the two study groups. 
Conclusions: Morning spot urine analy¬ 
sis adequately correlates the conventional 
24-hours urine collection for metabolic 
evaluation of urolithiasis patients. 

POD-10.03 

Asymptomatic Small (<5mm) 

Distal Ureteric Calculi Do 

not Need Follow-Up 

Mark S, Jowitt S, Antoniou S 

Dept, of Urology & Urology Associates, 

Christchurch Hospital, Christchurch, 

New Zealand 

Introduction and Objective: The man¬ 
agement of ureteric calculi is an ever- 
expanding expenditure for an acute uro¬ 
logical service. The statistical probability 
of spontaneous ureteral stone passage is 
directly related to the distance of the ure¬ 
ter to be traversed and inversely related 
to stone size (Wein: Camphell-Walsh Urol¬ 
ogy, 9th ed.). Previous research has dem¬ 
onstrated that up to 98% of distal ureteric 
calculi < 5mm will pass spontaneously 
(Segura et al.J Urol 1997; 158(5): 1915- 
21), and that at presentation >50% of all 
ureteric calculi are present in the distal 
ureter (Rizvi et al. BJU 2002; 89(1):62- 
68). We set out to determine a safe, cost 
effective alternative approach to the man¬ 
agement of small (<5mm) distal ureteric 
calculi. 

Materials and Methods: A retrospective 
analysis of all ureteroscopic stone extrac¬ 
tions performed over a 3 year period in 
Christchurch, NZ was undertaken. Data 
was collected from both the public and 
private hospitals, providing complete 
community capture. All radiology was 
reviewed to confirm calculi size and loca¬ 
tion. To determine if patients who re¬ 
quired ureteroscopy could be identified 
by symptoms alone, a systematic chart 
review of outpatient clinical notes was 
performed. Patients were then contacted 
individually to confer accuracy of clini¬ 
cal notes. Patients were excluded from 
the study if they were deemed to have a 
complicated distal ureteric calculi. This 
included patients undergoing staged 
procedures for complex calculi, bilat¬ 
eral calculi, solitary kidneys, urosepsis, 
stones >4mm, and patients undergoing 
concomitant surgical procedures (eg. 
TURBT). A cost analysis of the follow-up 
of a trial of passage for an uncomplicated 
distal ureteric calculi including outpatient 
time, and follow-up imaging was then 
performed. 

Results: A total number of 439 Uretero¬ 
scopic Stone extractions were performed 
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during the 3 year period. There were 161 
ureteroscopies for distal calculi, and 26 
of these for calculi < 5mm in maximal 
diameter. Of these 14 were deemed to 
be “uncomplicated”. All 14 patents re¬ 
ported symptoms significant enough to 
warrant further treatment. These include 
13 patients with persistent pain, and 
1 patient with a urinary tract infection 
and significant LUTS. The total savings 
from patients discharged from the emer¬ 
gency department who remain symptom 
free with uncomplicated distal ureteric 
calculi < 5mm in size without urology 
outpatient follow-up is estimated to be 
significant. 

Conclusions: We have shown that over a 
3-year period, all patients presenting with 
“uncomplicated” distal ureteric calculi 
< 5mm requiring intervention were symp¬ 
tomatic prior to their treatment. Based 
on these findings patients in this subset 
do not require radiologic follow-up. This 
reduces urology outpatient clinic follow¬ 
up at a significant fiscal saving. 

POD-10.04 

Embryonic Natural Orifice 
Transumbilical Endoscopic Surgery for 
Pyelolithotomy and Ureterolithotomy 

Xu H, Yuan Y, Xiao R, Zhang G, Wu G, 
Wang X, Long D, Wu Y, Xue Y, Zou X 
Dept, of Urology, First Affiliated Hospital 
of Gannan Medical University, Ganzhou, 
China 

Introduction and Objective: To evalu¬ 
ate the embryonic natural orifice tran¬ 
sumbilical endoscopic surgery (E-NOTES) 
for pyelolithotomy and ureterolithotomy. 
Materials and Methods: A total of 30 
patients with renal pelvic or ureteral cal¬ 
culi underwent E-NOTES on 33 sides. Of 
them 12 were women and 18 were men. 
The mean age was 46.2 years (range 16 to 
71 years). The calculi were found on left 
side in 12 cases, on right side in 15, and 
on both sides in 3- The calculi were 12 to 
30 mm in diameters. Renal pelvic calculi 
occurred in 2 cases, upper ureteral cal¬ 
culi in 28. In these patients, 4 patients 
had experienced unsuccessful extracor¬ 
poreal shock wave lithotripsy (ESWL), 1 
unsuccessful ureterolithotripsy (URL), 1 
ureteral perforation during URL. Under 
general anesthesia, the patients were po¬ 
sitioned in lateral decubitus with affected 
side elevated. Three 5- mm trocars were 
inserted into the abdomen cavity at the 
medial margin of umbilicus. The method 
for pyelolithotomy and ureterolithotomy 
was same as the standard laparoscopy. 
Results: All procedures were success¬ 
fully performed, and the stones were 


successfully removed once time. The 
unilateral operative time was between 60 
and 145 min with a mean of 75 min. The 
bilateral operative time was 205, 160, and 
150 min, respectively. The intraoperative 
mean estimated blood loss was 30 ml 
(range 15 to 45 ml). There was no major 
complication during perioperation. The 
drainage at the umbilicus was removed 
after postoperative day 3 to 4. The hospi¬ 
tal stay was from 5 to 7 days. During the 
follow-up (6 to 16 months), the incision 
at the umbilicus was not obvious, and no 
recurrent calculus and ureterostenosis 
was found. 

Conclusions: The E-NOTES for pyeloli¬ 
thotomy and ureterolithotomy was safe, 
feasible and cosmetic. It is worth select¬ 
ing the method to treat renal pelvic or 
ureteral calculus. 

POD-10.05 

Alpha Blockers Impact Stent-Related 
Symptoms: A Randomized, Double 
Blind Placebo Controlled Trial 
Ather M, Nazim S 

Aga Khan University, Karachi, Pakistan 

Introduction and Objective: Ureteral 
stents have become an indispensible tool 
for the urologist, ffowever, they are often 
associated with very bothersome lower 
urinary tract symptoms. This study is 
conducted to evaluate the effect of Alfu- 
zosin on urinary symptoms, quality of life 
and pain in patients following double-J 
ureteral stent placement in a randomized 
placebo controlled trial. 

Materials and Methods: This study was 
conducted from July 2008 to May 2009. 

A total of 130 patients underwent place¬ 
ment of double J stent after retrograde 
semi-rigid ureteroscopy for ureteral 
stones. They were enrolled in the study 
and prospectively randomized in 2 
groups. Group 1 (n=65) received Alfuzo- 
sin 10 mg once daily and group 2 (n=65) 
received placebo for one week. Both the 
groups also received standardized an¬ 
algesia. The stent symptoms were mea¬ 
sured and recorded one week following 
the procedure. Statistical analyses were 
performed using Chi-square test and 
student t test with p<0.05 considered as 
significant. 

Results: The demographic profile includ¬ 
ing patient and stone related parameters 
were comparable. Group 1 had signifi¬ 
cantly less urinary symptoms (p <0.05). 
The QoL assessment was better in Alfu- 
zosin arm than placebo (p<0.001). The 
mean pain score was 1.15 in group 1 
and 3-89 in placebo group (p < 0.001). 
None of the patients in either of the arms 


withdraw from treatment; there were 
minimal adverse effects in the treatment 
arm. The limitation of the current work 
includes relatively smaller sample size, 
use of single type and make of stent. 
Conclusions: Alfuzosin 10 mg once daily 
in patients with double J stent signifi¬ 
cantly decreases the bothersome urinary 
symptoms, besides decreasing significant¬ 
ly the pain associated with stent. 

POD-10.06 

Management of Urinary Stone 
Disease with ESWL: Experience of 
3 Years with 24286 Treatments 

Bozzini G, Picozzi S, Sangalli S, Casellato 
S, Marenghi C, Lunelli L, Carmignani L 
Policlinico San Donato IRCCS, San 
Donato Milanese, Milan, Italy 

Introduction and Objective: To state 
the effectiveness of current EAU Guide¬ 
lines on extracorporeal shock waves 
litotripsy as a treatment for urinary stones 
after 3 years of experience and 24442 
treatments done with the mobile stone 
clinic. 

Materials and Methods: The mobile 
stone clinic was established in 1992. This 
clinic is run jointly by a Urologist, an En¬ 
gineer and a Radiologist and uses a Wolf 
Piezolith 3000. From Jan 2008 to August 
2011, all the new patients receiving the 
indication to treat their urinary stones 
with ESWL, following EAU Guidelines, 
were enrolled. The treatment was on 
kidney, ureteric or bladder stones. These 
patients after treatment were followed 
with abdomen X-ray and Urinary US 
performed by a Radiologist who was not 
involved in the treatment. If the stones 
treated were no more observed in the 
follow up imaging the patient was consid¬ 
ered stone free. When a partial treatment 
was observed a new ESWL, if indicated, 
was prescribed. Complications of stone 
disease were documented during the 
follow-up period. 

Results: There were 13168 patients 
treated and followed in the mobile stone 
clinic for 3 years for an overall number of 
24286 treatments. A total of 10508 had 
a stone on the right side and 13309 on 
the left side, 468 had bladder stone. The 
success rate on the first treatment was 
71.68% and mainly on the distal ureter 
(81.3%). Success rate for upper, middle 
and lower calyx were high and evidenced 
no statistical difference (70.7%, 70.1% 
and 70.9%) Men were more affected 
(64%). The mean shock waves were 3358 
for treatment. The worst success rate was 
for renal pelvis stones (63.4 %). 
Conclusions: This study reports the 
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biggest ESWL case study to our knowl¬ 
edge. Besides the European Guidelines 
on urinary stones treatment this study 
underlines how ESWL can reach bet¬ 
ter results on the distal ureter. On up¬ 
per, middle and lower calyx there is no 
difference. 

POD-10.07 
Stricture Ureter after 
Ureteroscopic Treatment for 
Ureteral Calculi: Multicenter 
Long-Term Prospective Study 
Elabd A 1 , Gaber M 1 , Abo Farha M 1 , 
Ramadan A 1 , El-Tatawy H 1 , El-Gamal O 1 , 
El-Gamal S\ Figinshau R 2 , Elabd S 1 
1 Tanta University Hospital, Tanta, Egypt; 
Washington University Hospital, Saint 
Louis, USA 

Introduction and Objective: Asymp¬ 
tomatic ureteral obstruction is rare, but it 
constitutes a potentially late complication 
after ureteroscopic stone removal. Our 
purpose is to determine the incidence of 
postoperative symptomatic and silent ob¬ 
struction, and to assess the methods and 
time of follow-up for both uncomplicated 


and complicated ureteroscopic proce¬ 
dures in a large multicenter study. 
Materials and Methods: A total of 1980 
patients with complete follow-up under¬ 
went rigid or flexible ureteroscopy for 
ureteral calculi with/without lithotripsy 
in two large centers (Tanta University and 
Washington University). Extraction of the 
whole stone or its fragmentation to less 
than 2mm was considered a success. The 
follow-up period ranged from 12 to 68 
months with a mean of 42 months. The 
first post-operative visit was usually at 4-6 
weeks followed by 3-6 months postopera- 
tively and yearly thereafter. Postoperative 
evaluation included assessment of pain 
by pain analogue scale and intravenous 
urography (IVU) or spiral CT scan. 
Results: The overall success rate was 
98.5%. The failure cases (30 cases) were 
related to the size of the stone (<lcm, 
l-2cm and > 2cm) in 3, 11 , and 16 cases 
respectively. With these stone size param¬ 
eters, the success rate was 99-6%, 98.8% 
and 92.7% respectively with statistically 
insignificant difference (P=0.06) between 
the first 2 groups and significant differ¬ 
ence (PC0.0001) with the last group of 


stone size > 2cm. In 8 cases, perforation 
occurred, 4 of them (50%) developed 
ureteric stricture. Stricture was encoun¬ 
tered in 12 cases (0.6%) detected dur¬ 
ing the radiologic follow-up at 6, 13, 18 
months in 8,3 and one case respectively. 
Stricture ureter was seen in 4.4% of 
cases with stone size a 2cm compared 
to 0.17% in patients with smaller stone 
size (PC0.001). Fourteen patients had 
recurrent renal pain (0.7%), 5 of them 
(35.7%) were nonobstructed on frequent 
radiological evaluation while in 9 cases 
pain was associated with obstruction 
compared to silent obstruction encoun¬ 
tered in 3 cases (0.15%) on regular follow 
up. The negative and positive predictive 
values for pain were as 99.8% and 64.3%, 
respectively. 

Conclusions: Our results indicate that 
radiologic surveillance for stricture for¬ 
mation and obstruction is mandatory in 
symptomatic cases after ureteroscopic 
stone removal. While surveillance up to 
18 months is indicated in patients with 
history of intraoperative ureteral compli¬ 
cations (perforation or false passage) and 
cases with stone size a 2cm. 


UROLOGY 80 (Supplement 3A), September 2012 


S35 


